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WEDNESDAY, SEPTEMBER 7, 1960 


U.S. Senate, 
SvscomMiTree oN ANTITRUST AND Monopoiy 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to notice, at 10:15 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present : Senators Kefauver (chairman), Carroll, Dirksen, Hruska, 
and Wiley. 

Also present: Paul Rand Dixon, counsel and staff director; Donald 
P. McHugh, counsel; Horace L. Flurry, counsel; Peter N. Chumbris, 
counsel for the minority ; Nicholas N. Cittrie, counsel for the minor- 
ity; Lucile B. Wendt, attorney; Dr. John M. Blair, chief economist; 
Dr. E. Wayles Browne, Jr., economist; Dr. Irene Till, economist; 
Dr. Walter Measday, economist ; Paul S. Green, editorial director: 
Gladys E. Montier, clerk; and Joseph A. Davis, chief clerk of the 
Judiciary Committee. 

Senator Kerauver. The committee will come to order. 

I am glad that Senator Dirksen and Senator Wiley can be present 
this morning. We hope that they will also be here later on, along 
with Senator Hruska and Senator Carroll. 

In opening these hearings on antibiotics the subcommittee begins 
its seventh session of hearings in its inquiry into administered prices 
in the ethical drug industry. This will be the fourth session concern- 
ing particular classes of drug products. Previously we have held 
hearings on the steroid hormones, tran uilizers, and oral oral antidiabetics. 
In addition, we have held three sessions of hearings concerning general 
aspects of the drugindustry. We have heard testimony fonts Aus- 


tin Smith, president of the Pharmaceutical Manufacturers’ Associa- 
tion; we have examined the complicated question of generic names 
versus trade names; and most recently we have ree ene into the Food 


and Drug Administration, with particular regard to the activities of 
Dr. Henry Welch, formerly Director of its Antibiotics Division. 

It is my disposition to hold one more session of “product” hearings, 
for the purpose of examining a miscellaneous group of products, in- 
cluding certain vitamins, sulfa drugs, and others. But, insofar as the 
drug industry is concerned, most of our time henceforth will be con- 
cerned with developin and examining legislative proposals to deal 
with the various problem areas which have been uncovered in our 
investigation. In developing these legislative proposals we particu- 
larly wish to hear from i Renerionn Medical Association and other 
medical groups which have a very real interest in this whole subject 
matter. 
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Antibiotics constitute the largest single segment of the ethical drug 
industry. Estimates place the annual volume of sales at the manu- 
facturer’s level at over $400 million a year. Antibiotics are roughly 
classified into two groups—narrow spectrum and broad spectrum. 
The principal products of the former are penicillin and streptomycin. 
The older forms of penicillin are not patented, and streptomycin, 

aie licensed out for manufacture by a number 


though patented, has 
of firms. 

In contrast, all of the leading broad-spectrum antibiotics are patent 
monopolies. For these drugs the patient normally pays about 50 
cents per tablet; and his prescription usually calls for a minimum of 
12 to 16 tablets to be taken over 3 or 4 days. Thus, his initial pre- 
scription usually runs from $6 to $8, or double that amount if it is 
refilled. If the patient does not respond, the physician may prescribe 
a different antibiotic, usually sold at the same price. Hence, it is not 
surprising that ordinary families, particularly those with children, 
spend sizable sums on prescriptions for antibiotics, and that in com- 
plaints received by the subcommittee concerning prices of prescription 
drugs, the product group most frequently singled out for criticism is 
antibiotics. 

(At this point, Senator Hruska entered the hearing room. ) 

Senator Krerauver. The first of the antibiotics, penicillin, was dis- 
covered in 1929 by Sir Alexander Fleming. It was the first substance 
which Fleming had ever found to be more lethal to staphlococci and 
streptococci than to white blood cells. Its subsequent development 
was principally the result of the combined efforts of a group of scien- 
tists at Oxford University, headed by Florey and Chain, the Rocke- 
feller Foundation which made a relatively small grant to the British 
researchers at a critical time, the Office of Scientific Research and De- 
velopment, the Peoria Laboratories of the Department of Agriculture 
and the American drug companies. The work done by these groups 
established elements of the method of production used not only for 
penicillin but for all subsequent antibiotics produced by the fermenta- 
tion method. 

Since antibiotics are substances usually produced through fermenta- 
tion by molds, penicillin was considered to be a product in nature 
and therefore, under the rules of the Patent Office, not patentable. 
But, with the introduction of later antibiotics, it was argued that al- 
though the product existed in nature, it was on transitory in char- 
acter and the therapeutic use was not known. The U.S. Patent Office 
accepted this view, and patents were granted. From then on, any 
different antibiotic was accepted as patentable. 

The first of the broad-spectrum antibiotics were aureomycin, chloro- 
mycetin and terramycin ; the first was a patent monopoly of American 
Cyanamid; the second, a patent monopoly of Parke, Davis; and the 
third, a patent monopoly of Charles Pfizer. No other firm has ever 
been licensed to manufacture and sell any of these three products in 
the United States. These were followed by tetracycline, the patent 
for which is held by Pfizer and which is produced by three companies 
(Pfizer, American Cyanamid, and Bristol) and sold by those three 

lus two others (Squibb and Upjohn). More recently newer anti- 
Pioties, such as erythromycin and Kannamicin, have been discovered. 
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Currently, the most important of the broad-spectrum antibiotics in 
terms of human use are tetracycline and Chloromycetin. These hear- 
ings will be concerned not only with these products but with the other 
leading antibiotics as well. With regard to tetracycline the Federal 
Trade Commission has issued a complaint, now before a trial examiner, 
alleging a conspiracy among its five sellers. Trial counsel of the Com- 
mission contend that, as part of the general conspiracy, the patent for 
this product was obtained by fraud. Thus, the fact that a patent 
was obtained by fraud, if established, constitutes proof in and of itself 
of a law violation. This is an issue which the subcommittee does not 
propose to examine, but will leave for determination by the Com- 
mission. The Commission’s trial counsel also contend, however, that 
as a result of the general conspiracy, prices of the various sellers 
became rigid and identical. As a general proposition, the opinion of 
the Federal Trade Commission, as expressed before this subcommittee 
(Hearings, pt. 8) and elsewhere, is that rigid and identical prices 
taken by themselves and in the absence of an agreement cannot be 
regarded as proof of violation of the existing antitrust laws. 

This rigidity and identity of prices is the very question to which 
the subcommittee has addressed itself in its administered price inquiry. 
What should public policy be toward the existence of rigid and identi- 
cal prices; and how can the problem which is manifest in many indus- 
tries best be dealt with to assure the protection of the public interest ? 

We have a letter from Senator Case of New Jersey, which will be 
made a part of the record, in which Senator Case speaks highly of 
Dr. Wilbur Malcolm, president of American Cyanamid, of the work 
of the company, the number of its employees, and its research activities. 

(The letter referred to may be found on p. 16411.) 

Senator Krerauver. Before we start with the first witness, is there 
anything that my colleagues wish to say? I know that during the 
course of these hearings there will be questions raised by certain 
evidence presented as confidential, with the request that it should not 
be made a part of this record or be made public in any way. 

For background, we will place in the record a memorandum from 
me as chairman to the members of the Antitrust and Monopoly Sub- 
committee dated September 1, 1960, which sets forth the problem and 
describes the evidence to which objections may be made, and my 
attitude about how it should be dealt with. I asked for expressions 
from other members of the subcommittee, which will also be made a 
part of the record. 

(The memorandum and replies referred to may be found beginning 
on p. 16412.) 

Senator Hruska. Reserving the right to object, Mr. Chairman. 

Senator Dirksen. Mr. Chairman, we have had this come up before 
in the steel hearings, in the bread hearings, and in certain other 
hearings. 

Of course, where confidentiality is claimed for certain data sub- 
mitted to the committee, we have always held that it is a matter for 
the committee to decide, that it cannot be decided simply by polling 
the committee. It requires an executive meeting of the committee, 
and that is the reason I raised the question. 

I think it is perfectly all right to insert your memorandum in the 
record. Following that, we will submit for the record a memorandum 
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or letter signed by Senator Hruska and myself and also a memoran- 
dum or letter signed by Senator Wiley, and thereafter we should 
have a meeting of the subcommittee to pass upon it, because in our 
judgment it cannot be done simply by sending a memorandum to 
members of the subcommittee, nor can a determination be made simply 
by polling the committee. 

We must respectfully insist that this be done within the recognized 
procedure. 

Senator Kerauver. Then, without objection, the memorandum that 
I have referred to, of September 1, by me as chairman of the sub- 
committee, to all members of the subcommittee, will be made a part 
of the record. 

Senator Hruska. Mr. Chairman, reserving the right to object ; this 
memorandum of September 1 was ceeded to each of us on a con- 
fidential basis. 

By what magic cause—we sit here in open meeting—does the con- 
fidentiality of the memorandum disappear, because in the memoran- 
dum are certain references to things which disclose the nature of the 
very things which will be regarded either as confidential or not; and 
there is some detailed description of them and their nature, and one 
thing and another? 

Now, if we are going to prejudge things in that fashion and make a 
disclosure in this way, it seems to me that we will have anticipated 
the very decision which the subcommittee, sitting as a subcommittee, 
will be called upon to make. 

Senator Keravuver. The situation was that the companies were late 
in sending the information requested by subpena. Letters were writ- 
ten to the various companies asking for certain information to be 
provided in the latter part of May or June. Then subpenas were 
served and shortly after the 1st of August we sent letters asking that 
everything be submitted. Then the companies wanted to submit in- 
formation if all or a large part would be treated as confidential. 

In response to that request, we said that we could not tell until we 
received the information whether it should be treated as confidential 
or not, but they could all be assured that the members of the subcom- 
mittee would be apprised of the material that was submitted; this was 
the purpose of my memorandum. 

Then we began to receive the information shortly before September 
i. It was impossible at that time to prepare copies of all the informa- 
tion, or to have a meeting of the subcommittee on the last day of the 
session of Congress, when this memorandum was sent out. 

I have the member’s replies to the memorandum, in which the ma- 
jority feel that the viewpoint taken by the chairman is a proper one. 

So I do not consider as confidential the memorandum I sent to the 
members of the subcommittee, with the majority of the members of 
the subcommittee approving that the material be put in the record. 

T do not know exactly how the letter of Senator Hruska and Sena- 
tor Dirksen can be discussed and considered relevant unless we 
consider the basic documents. 

So I think this should be put into the record. 

Senator Dirksen. Mr. Chairman, I must respectfully disagree. 
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I suggest that we withhold all of this data. I suggest that your 
memorandum of September 1 and the onses that we made thereto 
be withheld until there can be a meeting of the subcommittee in execu- 
tive session. 

Senator Wier. The full subcommittee. 

Senator Dirxsen. I do not believe it is the prudent thing to put any 
producer of any kind of a drug in some kind of a position of compe- 
titive disadvantage. You will note in your own memorandum, I think, 
that documents submitted to the Federal Trade Commission, in its 
— action against sellers of a certain drug, were placed in camera 

y the hearing examiner in this cause of action. 

Now, this subcommittee heretofore has been very careful in treat- 
ing matters of this kind, and I do not believe there should be precipi- 
tate action based merely upon a memorandum issued by you on the 
1st of September which we had to examine hastily and to which we 
then made responses. 

I notice that legal counsel for one of the manufacturers concerned 
has suggested that the subpena duces tecum securing this confidential 
data be withdrawn until we can take a further look at it. I think that 
is a wise and proper course. 

Senator Keravuver. Of course, if we were to abide by the suggestion 
of these companies as to what should be treated as confidential, we 
would have practically no material upon which to hold a hearing. 
Then we would have to issue a report which would have no basis. 

We have leaned over backward, I think, not to require placing into 
the record information which might truly put a company at a com- 
petitive disadvantage and which should be treated as confidential. 

We expect to follow exactly the same procedure here. It is not pro- 
posed to put all of the material in the record. 

I think we will have to go from one set of material to the other and 
determine at that time when the question comes up what disposition 
will be made of it. 

Ordinarily, this is treated as procedural and acted upon by the 
chairman, after consultation a discussion with the full subcom- 
mittee. 

We would never be able to proceed with any hearing if on every ob- 
jection that is made to some bit of evidence we had to have a meet- 
ing of the full subcommittee because very infrequently do we have 
enough members here to have a full meeting. 

The memorandum that was sent out on September 1 followed im- 
mediately the submission of material and the claim of confidentiality 
as quickly as possible. The material was circulated—all that we had 
and all that we could make copies of, with the exception of the license 
agreements, and they were made available for inspection by minority 
counsel or members of the staff of all Senators. 

This seemed to me to be the best way of handling the problem, in 
order to get the viewpoint of the various members of the subcom- 
mittee. 

There is no rule of the subcommittee or of the Judiciary Committee 
or of the Senate requiring an executive meeting of the full subcommit- 
tee to decide upon the admissibility of evidence or procedural matters. 

I will put in the record the resolutions of the Judiciary Committee 
which deal with this problem. 
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(The resolutions referred to may be found on p. 16424.) 

Senator Krrauver. In Chapter 6 of “General Congressional Com- 
mittee Procedure,” section 198, it does say that “no measure or recom- 
mendation shall be reported from any such committee unless the ma- 
jority of the committee members were actually present.” 

That refers to reports of bills and nominations, not to procedural 
matters for introduction of evidence. 

I think, Senator Dirksen, that we should put this in the record, and 
that when an objection comes up, we will take it up as it comes. 

Senator Dirksen. Mr. Chairman, I am glad to precipitate the issue 
right now, and I move you that the confidential data be excluded until 
it can be considered by an executive session of the subcommittee, and 
I ask you to put the question now, if you intend to include it. We 
might just as well have the committee act on it right now. 

Senator Hruska. I support the motion by a second. 

Senator Krerauver. We have secured the procedural views of the 
majority of the members of the subcommittee as to what they want 
to do. I think we will have to proceed on that basis. This meeting 
was called for the purpose of having hearings. 

Senator Hruska. Is the chairman suggesting that having received 
the views by letter or otherwise, that we will be governed by what is 
the equivalent of a proxy procedure ? 

Senator Keravuver. The chairman, having received the views of the 
members of the subcommittee by letter, is suggesting that this question 
has been presented and the chairman has instructions as to how to 
proceed in connection with these various bits of evidence. 

Senator Hruska. The chairman should be reminded that this is 
one committee which does not recognize proxies, and I would like to 
know whether this is an attempt of equivalent of the exercise of a 

roxy. 
: Senator Ker. \uver. This is a procedural matter in which the chair- 
man can get the views of the members of the subcommittee in any 
way that he wishes. 

Senator Hruska. Of individual members of the subcommittee. 

Senator Keravver. Of individual members of the subcommittee for 
his guidance. I have set forth the issue involved in getting back 
letters from all members of the subcommittee as to what procedure 
they think should be followed, and the members of the subcommittee 
replied as to the procedure that should be followed. It is the inten- 
tion of the chairman to go forward in that way. 

Sentor Hruska. If the chairman will yield, I would like to sug- 
gest that individual views, individually expressed, are not subeom- 
mittee views, and I should like to ask for the putting of the question 
which is before the subcommittee. 

Senator Krravver. I must rule that the request is out of order 
because there is no rule that requires a meeting and a vote of the 
full subcommittee to act upon procedural matters in the taking of 
evidence. 

It is quite obvious that we never would be able to have any hearings 
if we had to have a subcommittee meeting and a subcommittee vote, 
with a quorum present, to act upon procedural matters at a hearing. 

It is the intention of the chairman to treat these companies just 
as we have any others, to try not to require them to give any infor- 
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mation where their competitive position would be truly damaged or 
hurt. We are going to weigh all of this against the public interest. 
Where the public interest demands that this sort of information be 
given, we will ask that it be given. I know of no other way that 
we can conduct a hearing. 

If we were reporting a bill or a nomination, then your motion 
would of course be entirely in order, under the rules of the Senate, 
and under the rules of this subcommittee. But there is no rule of 
the Senate or of the Judiciary Committee requiring an executive 
session to pass upon procedural matters as to what should be intro- 
duced in evidence. 

As a matter of fact, the rules of the Senate make it possible for one 
Senator to hold a hearing as chairman of this subcommittee, I would 
have been entirely within my rights to sit here alone and to rule 
upon any objections made, but I told these companies that the mem- 
bers of the subcommittee would be apprised of what was submitted 
and that their views would be sought. That was the purpose of my 
memorandum. 

Senator Hruska. Mr. Chairman, I do think there is such a thing 
as keeping faith, and the information was disclosed partially on the 
basis of an earlier letter in which assurance was given by the chair- 
man of this subcommittee that— 
when this material is received, the full subcommittee will be apprised of the 
nature of the documents, and of your views as to how they shall be treated. 
The Antitrust and Monopoly Subcommittee is a duly constituted subcommittee 
of the Committee on the Judiciary which is concerned with the preservation of 
the free competitive enterprise system. Such being the case, the subcommittee, 
of course, never discloses any information which might impair competition un- 
less the public interest clearly requires such disclosure. 

(At this point, Senator Carroll entered the hearing room. ) 

Senator Kerauver. Senator Hruska, I do not like your inference 
that we have not kept faith with anything we have said. 

Senator Hruska. I have not quite completed, Mr, Chairman. 

Senator Kerauver. Very well, go ahead. 

Senator Hruska. In response to that letter, there is an indication 
by one of the parties involved— 

Senator Kefauver’s letter, however, assures us that the full subcommittee will 
be apprised of the nature of the documents before any public disclosure or pub- 
lication is made, and further that the subcommittee recognizes its responsibility 
not to impair competition. We are satisfied— 

and so on—that the subcommittee will do thus and so. 

Mr. Chairman, I do not want to make any inferences that are not 

proper on the basis of that language, but clearly the letter does indi- 
cate that the matter will be referred to the full subcommittee and 
material furnished on that basis. I suggest if we are now going to 
degenerate into a ruling by the chairman alone that there are repre- 
sentations made which are not exactly being followed. 

The chairman has said exactly what he would do in the letter to the 
various companies or to their lawyers. 

Objection was made to the furnishing of material in the first place, 
even though we did not know what the material was going to be. 
We pointed out that until we had the material, we wouldn’t know 
whether we would respect the alleged confidentiality or not. 

35621—61—pt. 24-2 
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But in the letter to all of them, this paragraph was used : 


I assure you that when this material is received, the full subcommittee will 
be apprised of the nature of the documents and of your views as to how they 
should be treated. The Antitrust and Monopoly Subcommittee is a duly con- 
stituted subcommittee of the Committee on the Judiciary which is concerned 
with the preservation of free competitive enterprise system. Such being the 
case, the subcommittee, of course, never discloses any information which might 
impair competition unless the public interest clearly requires such disclosure. 

Senator Kerauver. This letter was written on August 25. There- 
after the materia] came in and as quickly as it came in, the members of 
the subcommittee were apprised, as was stated by my memorandum of 
September 1, of the material that had been received and the nature of 
the claim of confidentiality. There was no statement in the letter as 
to a meeting, and, of course, anyone who knows about committee meet- 
ings of this kind knows that it would be a physical impossibility to 
have a full subcommittee meeting and vote on every procedural matter, 
on every bit of testimony to be presented. But the subcommittee has 
been apprised, just as was stated in the letter, of the material received 
and of the claims of confidentiality and the subcommittee has been 
apprised of my feeling with reference to dealing with them, which 
follows, I think, exactly the same procedure that we have followed 
with other companies. 

Senator Hruska. Will the chairman yield ? 

Senator Keravver. I very happily yield. 

Senator Hruska. Mr. Chairman, ro’ take respectful difference 
with the chairman because the final sentence in that letter of August 
25 says: 

Your cooperation in making an early return as soon as possible on the subpena 
will, I assure you, assist the subcommittee in making a thorough examination of 


the documents and an early determination of your request. 
Yours sincerely, 


Estes KeFrAvuver, Chairman. 


Now, Mr. Chairman, it does not say a submission of this material to 
individual members. It says a submission of the material to the sub- 
committee for an early determination of their request for abiding by 
confidentiality of these documents. Mr. Chairman, I do not like to 
press the point, but I do believe that the plain and simple import of 
those very simple words has extended a representation to these people 
that these documents would be submitted to a subcommittee meeting, 
that we would consider it in subcommittee meeting, and that a decision 
would be made as to their request for observing confidentiality of their 
documents. If this is not 2bided by, I want to suggest that there is a 
breach of good faith. 

Senator Keravuver. Senator Hruska, you can suggest anything that 
you wish, but there has been no breach of good faith. The letter 
stated that the subcommittee would “be apprised of the nature of the 
documents and of your views.” It did not state that there would be a 
vote of the subcommittee. 

Senator Hruska. On the contrary, Mr. Chairman 

Senator Keravuver. Just a minute, it did not. The memorandum 
which I sent to every member of the subcommittee reads: “To the 
members of the Antitrust and Monopoly Subcommittee.” This mem- 
orandum is a fair presentation of the material that was received, and 
copies were sent of the material which will be offered. It stated my 
inclination as to how I thought the various documents should be dealt 
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with. We have received from every member of the subcommittee 
their views as to how the material should be dealt with after I told 
them the way I propose to deal with it. So it has been submitted to 
every member of the subcommittee, and we have their views back. 

On that basis, I propose to proceed. 

Senator Hruska. Mr. Chairman, on that score, I think one of the 
most elementary rules in parliamentary law is that individual mem- 
bers of the parliamentary body do not constitute that body. Unless 
the members are called in a working quorum and sit down together, 
there is no meeting of the subcommittee. There is no subcommittee. 
Up until that time is reached, they are simply individual members 
of a subcommittee. 

Now the language in the letter of the chairman says: 

Your cooperation in making an early return as soon as possible on the sub- 
pena will, I assure you, assist the subcommittee in making a thorough exami- 
nation of the documents and an early determination of your request. 

I submit again that when we say “subcommittee,” it means “sub- 
committee,” and it does not mean individual members thereof. 

Senator Krerauver. Well, sir, one member of the subcommittee can 
be the subcommittee. 

Senator Hruska. Not for the purposes that are included in your 
letter, Mr. Chairman. It just does not work that way. The impli- 
cation is not there. 

Senator Kerauver. Senator Hruska, the letter said that the sub- 
committee would be apprised of the material and of their request. 
Every member of the subcommittee has been apprised, and the sub- 
mission of the material has enabled the subcommittee to express its 
opinion as to the objections that have been made. That, it seems to 
me, is the fullest and fairest way of getting the information to the 
members of the subcommittee. 

I think, also, it should be pointed out that pursuant to one of the 
resolutions of the full Judiciary Committee under subsection 3 of 
rule 25, as amended, of the Standing Rules of the Senate, reads: 

A quorum of the committee, or any subcommittee thereof, for the purpose of 
taking sworn testimony shall consist of one Senator of said committee. 

So that I think we have leaned over backward in trying to deal 
fairly with these companies that have submitted this information by 
getting the views of every member of the subcommittee as to their 
claims of a 

Senator Hruska. Mr. Chairman, the citation of that rule proves 
very little. It simply indicates that for the purpose of taking testi- 
mony one Senator is sufficient. We have a working quorum here, and 
just for the record, to indicate a disagreement—a respectful disagree- 
ment, I assure you—with the chairman, I want to renew my request 
that in the presence of the full committee, the question be called for a 
vote. It is not fair to say that just because we have a crucial point of 
procedure here that every point of procedure must be acted upon by a 
working and a proper quorum. That is not true. Here is a basic 
question involving the confidential nature of records, and it is only 
on that point that a ruling is requested, and I renew my request. 

Senator Carrotu. Mr. Chairman, will the chairman yield? 

Senator Keravver. I yield to my colleague. 

Senator Carrot. I apologize for being a little late this morning. 
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What is the situation after you circularized the committee, Mr. Chair- 
man ? 

I have a copy of your memorandum which you sent tome. How 
many members of the committee responded to that memorandum ? 

Senator Krravver. Every member of the committee has responded 
to the memorandum, five agreeing with the proposed treatment of the 
objections made by me as chairman in the memorandum, and three 
against. 

Senator Dirksen. You may make the record clear on that point by 
saying that five majority members may have concurred. The minor- 
ity members have not concurred, because I submit this for the record: 
You wrote to one of the drug firms on the 25th of August and in that 
letter you said: 

I assure you when this material is received, the full committee will be ap- 
praised of the nature of the documents and of your views as to how they should 
be treated. 

Now, Mr. Chairman, suppose you were sitting on the other side of 
the table as counsel for one of the companies that submitted this, what 
would you have by way of assurance out of your own letter? 

Senator Kerauver. I think I would have been mighty happy if 
every member of the subcommittee had been appraised by letter. 

Senator Dirksen. That is not what you said. You said the full 
committee. You did not say the individual members of the committee. 

Senator Kerauver. If the six members or seven members are not 
the full committee, I do not know what is. 

Senator Dirksen. Mr. Chairman, we are in a very unhappy posi- 
tion here. I do not like to inject myself into the position where we 
have to caution publicly by an announcement from the committee 
table that from here on out counsel and the witnesses better be pretty 
careful about submitting any confidential data if they are going to re- 
ceive this kind of captious treatment, and I regard it as slightly cap- 
tious. We have been through all of this agony before. I thought we 
had pretty well resolved the matter. Now it comes up all over again, 
and perhaps we can do no more than protest, but we shall protest, 
and if we have to, we will make this in the form of a public announce- 
ment, that witnesses can expect to receive this kind of treatment by 
this committee, and that they had better be pretty careful about what 
they submit by way of confidential information if they expect the con- 
fidence to be preserved. 

Senator Kerauver. I am sorry that yau take that viewpoint, Sena- 
tor Dirksen. 

I have felt, and I feel, that exactly what was stated in this letter 
as to what would be done has been done fully. Every member of the 
subcommittee has been apprised of the nature of the documents and 
of the companies’ views as to how they should be treated. 

T am advised by Mr. Dixon that that is exactly what was told to the 
lawyers and to the others who came in and orally made objections 
or had complaints. 

Senator Carroll ? 

Senator Carrotz. Mr. Chairman, I want to say that when I received 
this memorandum and accompanying documents, I studied it very 
— and I want to read my letter of reply. 

Isaid: 


In reply to your memorandum of September 1, I shall support the viewpoint 
expressed by you— 
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I am referring now to the chairman of this committee— 
for I believe there are compelling reasons that this type of documentary evidence 
be incorporated in the record. 

However, should new facts or new reasons be presented in opposition to this 
viewpoint—reasons which might prove conclusively that such a course of action 
as we propose to undertake would be discriminatory, unfair, or unjust—I 
reserve the right to reasonably modify the important proposals contained in 
your memorandum. 

Now, I ask, Mr. Chairman, is this a procedural question or are there 
some new facts and new evidence which might cause me to modify my 
position? What isthe issue before the committee ? 

Senator Keravuver. This is a procedural matter in which there is not 
required to be any specific procedure for the subcommittee to act on 
any such question. It is manifest that we would never get anywhere 
if we had to have a meeting and a vote to act on procedural questions. 

I thought it would be a fair presentation to apprise fully the mem- 
bers of the subcommittee of what had been submitted and of the objec- 
tions of the companies, in a memorandum that every member received. 
Copies of the various documents were distributed, with the exception 
of the foreign license agreements which were too bulky to have copied, 
and it was therefore stated in my memorandum that they would be 
available for inspection by counsel or by the members of the staff of 
the various Senators. 

So I don’t know of any procedure that could have been followed 
that would have gotten all of the information to every member of 
the subcommittee any more clearly than the procedure that has been 
followed. 

I set out in the memorandum exactly the same procedure with refer- 
ence to confidentiality which has been followed in previous hearings; 
not that I think we do not have the right to get some information that 
we have excused some companies from giving; but we have not in the 
past required certain production cost data. 

We have not required them to give the percentage of royalties in the 
case of foreign agreements; and we are not requiring it here. We 
have the views of the members of the subcommittee on this matter. 
In a joint letter Senator Dirksen and Senator Hruska object. Sena- 
tor Wiley has sent a separate letter. They have been made a part of 
the record. 

(The letters referred to may be found beginning on p. 16412.) 

Senator Hrusxa. Will the chairman yield? 

Senator Keravver. Senator Carroll wishes to speak. 

Senator Carroty. May I say I read this memorandum very care- 
fully, and I think the chairman of this committee and the staff, as I 
view it, have been very careful to use this wording that impressed 
me: That they are not trying to embarrass some of these companies, 
and that some of the revelations might work to their competitive dis- 
advantage, and the chairman has withheld those from the record. 

Now, as I understand, basically what we are going to hear about 
this morning, I hope, are profits and costs. That is the function and 
jurisdiction of this committee. We have had other companies go 
over that. 

T do not know why anybody should be concerned about the confiden- 
tial records here. If it is going to place them in a competitive dis- 
advantage or embarrass them in meeting some of their major cus- 
tomers, this is what I had in mind when I thought of the new matter. 
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Mr. Chairman, I sustain your position of procedure. I think you 

are right, and the minority has the right to make its opposition 

seen It has made it and I think we ought to proceed with the 
earing. 

Senator Dirxsen. Mr. Chairman, we must preserve, of course, the 
right to move to expunge all this from the record. 

e have no appeals court present to which we can go since the full 
committee, after adjournment, has more or less disappeared from 
town. And this matter will come up in connection with the report, 
because that report is going to have to have approval of the full 
committee. 

We propose to make our case there. As I say, we are not arbitrary. 
But we do believe that in the general business scheme of this country, 
there are records that are competitive in nature and people are entitled 
to some protection. I do not want to see this committee get the repu- 
tation of harassing to the point where all this has to be disclosed 
publicly regardless of whether it has a disadvantageous effect com- 
-eoaenee And so we will have to stand on that record and we will 

ave to pursue that from here on out. 

Senator Kerauver. Very well. 

a the record show that Senator Dirksen reserves the right to 
object. 

Senator Dirksen. And the minority. 

Senator Kreravver. And the minority. 

Senator Hruska. Mr. Chairman. 

Senator Keravuver. Senator Hruska? 

Senator Hruska. I would like to suggest the reading right now of 
section 133 of the rules, subsection (b), which says: 

Such committee shall keep a complete record of all committee action. Such 
record shall include a record of the votes on any question on which a record 
vote is demanded. 

A record vote has been demanded here, Mr. Chairman. I would 
like to suggest there is a working quorum present—the record should 
disclose that—as against the possibility of a motion later before the 
entire Judiciary Committee to expunge and to strike. 

I should like to make this further offer of proof, or the equivalent 
thereof, as we say in the courts, that if a rollcall were held on the 
question before the committee at the present time, three votes would 
be cast in favor of Senator Dirksen’s motion. 

In view of the fact that there are five members of the subcommittee 
here, the motion would be certain to prevail. I make that statement 
for the record so that we will have something upon which to go if 
and when a motion is made to expunge or to Tey as the case may 
be, before the entire Judiciary Cornmittee. 

Senator Keravuver. Very well. 

Let the record show that the motion is made and seconded. 

Senator Dirksen. Mr. Chairman, we have to conclude this record. 
Let the record also show that the Chair has refused to put the motion. 

Senator Keravuver. Let the record show that that is the case. 

Let the record also show that Mr. Davis, the clerk of the full 
Judiciary Committee, is here; that under congressional and committee 
procedure, 190(a) (d), it states: 


No recommendation shall be reported from any such committee unless the 
majority of the committee were actually present— 
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and that this refers to bills, nominations, and reports of committees. 

We have secured Mr. Davis’ opinion, which is based upon many years 

of work with the committee. That is the only time where an actual 

vote of the committee is required; no vote of the subcommittee or of 

S committee is required; on procedural matters, which is the case 
ere. 

Very well, we will proceed. 

Mr. Drxon. Mr. Chairman, may I make this request before the 
witness begins with his statement ? 

In order that certain material appear in our hearings at the proper 
place, I suggest that there be placed in the record documents that are 
not controversial and came from publications. 

With respect to our hearings on generic versus trade names, we 
have several articles that appeared in the Journal of the American 
Medical Association and the New England Journal of Medicine, and 
a resolution of the Los Angeles County Medical Association, bearing 
on this subject, which was printed in the Saturday Review. 

I move that they be placed in part 21, where we held those hearings, 
so that they would be more meaningful. 

Senator Keravuver. Without objection, it is so ordered. 

(The documents referred to may be found in pt. 21, beginning on 

. 11868. 
. Mr. ais Since our last hearings the subcommittee was apprised 
of certain other writings and documents that pertain to Dr. Henry 
Welch. These documents have been examined. I suggest that they 
be included in part 22, with several articles that have been written 
by Mr. John Lear in the Saturday Review bearing on these particular 
hearings. 

Senator Hruska. Mr. Chairman, the statement was made by counsel 
that the documents in here have been examined. Just for the record, 
so it will be clear, will you indicate by whom they were examined ? 

Mr. Dixon. By the staff, sir. We were apprised of some of these 
documents by the successor to Dr. Welch as editor, Dr. Lawrence E. 
Putnam And as you will recall, we had asked, by subpena, for 
various documents from Dr. Welch himself. We did not get these 
documents from him. As we proceeded in our contacts with the Food 
and Drug Administration, you will recall that they discovered in Dr. 
Welch’s office certain documents. We examined those and brought 
them here. 

Since that time, Dr. Putnam has advised that he had located other 
documents, and he offered us the right to come down and examine 
them. We went down and examined them and chose from these docu- 
ments bearing upon the conduct of Dr. Welch, in his official posi- 
tion, and also, I think, of interest to you; counsel for Dr. Ibanez is. 
aware of this, and he has likewise examined them and knows exactly 
the documents that we have chosen. 

I suggest that they be made a part of the record at the point where 
they would be meaningful, because that was what—— 

Senator HrusKa. Mr. Chairman, I have no objection to including 
the material in the record. 

In fact, I am in full sympathy, as all members on this side are, I am 
sure, and the entire subcommittee, with a full disclosure and complete 
information on the issue at hand. 
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The only purpose of my question was to have the record clearly 
state by whom the documents, at least up until this time, were exam- 
ined. 

I thought the inference might have been based upon the statement 
as made by counsel without any ulterior motive at all, the inference 
might be based upon his language that members of the subcommittee 
had examined them, and, so far at least, I have not had an opportunity 
to do so. 

Senator Kerauver. All right. They will be made a part of the 
record at the appropriate place. 

(The documents referred to may be found in pt. 23, beginning on 
p. 13138.) 

Senator Keravuver. Is there anything else? 

Mr. Drxon. No, sir. 

Senator Kerauver. Our first witness is Dr. W. G. Malcolm. 

(Discussion off the record.) 

Senator Krravuver. Dr. Malcolm, I notice that you introduce your 
colleagues in your statement. 

Dr. Matcoim. I introduce them in my statement. 

Senator Krerauver. You have with you Mr. George R. Martin, 
executive vice president of Cyanamid. 

Dr. Matcotm. On my immediate left. 

Senator Krerauver. Mr. Lyman Duncan, manager of the Lederle 
Laboratories Division. 

Dr. Matcoum. On my immediate right. 

Senator Keravuver. Dr. Benjamin Carey, medical director of 
Lederle. 

Dr. Matcotm. On my extreme right. 

Senator Kerauver. Mr. Ernest G. Hesse, manager of the Interna- 
tional Division of Cyanamid. 

Dr. Matcotm. On my extreme left. 

Senator Kerrauver. I believe that Walter Mansfield, a distin- 
guished attorney, whom the chairman knows, associated with Dono- 
van, Leisure, Newton & Irvine, is accompanying you today ? 

Dr. Matcotm. Yes. 

May I be privileged to also introduce a very distinguished scientist 
and physician, Dr. Perrin H. Long. 

Senator Krrauver. Yes, we are glad to have you with us, Dr. Long. 

Senator Hruska. Mr. Chairman, I presume the witness will be ex- 
tended the usual courtesy of being allowed to read his statement to its 
conclusion before being interrupted, if he so desires ? 

Dr. Matcotm. I should like to respectfully request that I be per- 
mitted to doso, Mr. Chairman. 

Senator Keravver. All right. We will certainly grant you that 
privilege, Dr. Malcolm. 

Furthermore, any parts from which you quote—I have not gone all 
through your statement although I do see some letters that you refer 
to will be printed in full without your having to read them entirely, 
and similarly with any part of your statement that you want to omit. 
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STATEMENT OF DR. W. G. MALCOLM, PRESIDENT, AMERICAN 
CYANAMID CO0.; ACCOMPANIED BY GEORGE R. MARTIN, EXECU- 
TIVE VICE PRESIDENT; LYMAN DUNCAN, MANAGER, AND DR. 
BENJAMIN CAREY, MEDICAL DIRECTOR, LEDERLE LABORA- 
TORIES DIVISION ; ERNEST G. HESSE, MANAGER, INTERNATIONAL 
DIVISION; DR. PERRIN H. LONG, CHAIRMAN AND PROFESSOR 
OF THE DEPARTMENT OF MEDICINE, DOWNSTATE MEDICAL 
CENTER, STATE UNIVERSITY OF NEW YORK; AND WALTER 
MANSFIELD, OF DONOVAN, LEISURE, NEWTON & IRVINE 


Dr. Maucotm. I would like to read it in its entirety if I may. 

My name is W. G. Malcolm. Since 1957 I have been president of 
American Cyanamid Co. Previously, in 1946, I was made a vice presi- 
dent and the general manager of the Lederle Laboratories Division of 
our company, with which I first became associated as a bacteriologist 
in 1934. 

First, let me introduce the associates from my company who are ap- 
pearing here with me: Mr. George R. Martin, executive vice president 
of Cyanamid; Mr. Lyman Duncan, manager of the Lederle Labora- 
tories Division; Dr. Benjamin Carey, medical director of Lederle; and 
Mr. Ernest G. Hesse, manager of the International Division of Cyana- 
mid. 

I also want to introduce Dr. Perrin H. Long, chairman and profes- 
sor of the Department of Medicine, Downstate Medical Center, State 
University of New York and chief of the Department of Medicine, 
Kings County Hospital Center, Brooklyn, N.Y. 

We have come here at your request with a view to furnishing in- 
formation regarding Lederle’s activities in the production and sale 
of antibiotics, our pricing policies, and the problems faced by us. 
Before submitting to questioning, however, I would like to make a 
statement about Lederle and its operations in which I will furnish 
facts that should be of interest to you. 

Lederle Laboratories is one of a number of divisions of American 
Cyanamid Co., and handles the great bulk of its pharmaceutical busi- 
ness. The company itself was incorporated in 1907 under the laws 
of Maine. 

With more than 25 subsidiary and associated companies it is en- 
gaged in a multiple business, primarily in the manufacture and sale 
of a diversified line of chemical, pharmaceutical, and allied products. 
The company and its subsidiaries have approximately 29,000 em- 
ployees. It operates a total of 54 plants throughout the world (in 
addition to 4 separate research facilities in the United States and 1 in 
Switzerland). There are almost 93,000 registered holders of the 
company’s issued common stock, which totals a little over 21 million 
shares. 

Let me tell you a little about the kind of business we carry on at 
Lederle and how it got started. When I refer in this statement to 
“our business,” I shall of course be talking only about Cyanamid’s 
pharmaceutical business, as carried on mainly by Lederle. 

(At this point, Senators Dirksen and Hruska left the hearing 
room. ) 

Dr. Matcotm. Lederle is known as an ethical drug house—that is, 
we are engaged principally in making and selling drugs sold to the 
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consumer only on a doctor’s prescription. Ethical drugs constitute 
more than 90 percent of our sales of such products. 

Lederle has a broad product line. We produce and sell some 325 
drugs in finished form for use in the prevention and treatment of 
illnesses. These include a number of important antibiotics. 

Most of Lederle’s sales today come from products that were not 
even known 10 years ago. ‘They represent discoveries achieved 
through our expenditures during those years of well over $100 million 
in research and development conducted by top scientists working 
with the finest equipment available. 

This was not always so. When I first came to Lederle, prior to 
World War II, it was an old-style, traditional biological house. We 
manufactured a line of well-known long-established biologicals to the 
highest standards we knew how. Manufacturing operations rep- 
resented our principal costs. Our customers consisted mainly of 
Federal, State, city and county governments and institutions, and 
public health services. 

Since they were relatively few in number and we made no attempt 
to bring our products to the attention of the country’s thousands of 
doctors, our business involved a minimum amount of sales promotion 
and distribution expense. It was a conservative, stable business 
which performed an indispensable but, as we see it now, a limited 
service. Like most stable businesses involving a minimum of risk, 
Lederle’s profits were low. 

In 1939, acting on my recommendations, Mr. William B. Bell, then 
president of Cyanamid, made a decision which radically transformed 
the character of Lederle’s business. He called us together and said 
that from then on he wanted us to devote Cyanamid’s resources, to the 
greatest extent consistent with sound business practice, to studying 
the causes and searching for cures for the principal ailments that 
afflict mankind. He fully appreciated that it involved a huge gamble, 
and that we would have to invest a great deal of money expanding our 
facilities and increasing our staff to be able to embark on such an 
undertaking. He acknowledged that we might come up with nothing, 
but that if we discovered a single drug that would conquer even one 
major disease the public would be well served and our company would 
prosper. 

From that day on our business changed, with the result that today 
Lederle’s very existence depends upon the continued discovery of new 
and better drugs. 

We recognized that the program approved by Mr. Bell meant enor- 
mously increased costs and risks. We knew that, once embarked upon 
this new enterprise, Lederle could no longer match the low cost of the 
traditional drug house in manufacturing traditional drugs. This new 
business would involve a heavy investment in research and develop- 
ment and in the organization of a sales force which would be essen- 
tial as a means of bringing any new discoveries directly to the atten- 
tion of the thousands of practicing physicians in the country. 

We had to start from scratch—a research and development budget 
in 1939 of about $300,000. In 1940 we more than doubled that amount, 
and we kept on increasing it year after year until by 1945 we were 
spending nearly $2,500,000 a year for research and development. This 
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steady increase over the years is reflected more clearly on a chart which 
I want to present. 


Senator Keravuver. We will make it exhibit 1 of this hearing. 
(Exhibit No. 1 follows :) 


CYANAMID'S EXPENDITURES FOR 
DRUG RESEARCH HAVE RISEN STEADILY 
DURING THE LAST 21 YEARS 
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Mr. Matcotm. This chart is self-explanatory and shows that the 
base going from 1939, if I can see it properly, to 1959, showing a total 
expenditure of $138,185,000, and in 1959 being somewhat more than 
$14 million. 

In graph form it shows year by year the dollar amount spent by 
Lederle on research and development, and you can clearly see how 
sharply these expenditures have increased over the years. The sum 
of $2,500,000 may seem trivial compared with the $14,284,000 we spent 
on research in 1958, but in 1945 it represented 7.6 percent of our net 
drug sales. Nor was it trivial compared with our net profit that year 
of only $1,850,000. The only thing that has permitted us to continue 
to invest these sums of money on research has been a series of dramatic 
triumphs by Lederle’s scientists. 

Lederle’s success story can make us forget that the risks we run 
today are every bit as real as those we undertook in 1939. When 
you pin your faith on research, you are banking on the unpredictable. 
Nobody can guarantee that Lederle is going to continue to be able 
to come up, year after year, with important new drugs. Yet, as I 
have said, our future depends on it. 

The rapid pace at which our drugs become obsolete as the result 
of the competitive pressure of new drugs is shown by the fact that in 
each of the past 7 years our sales would have been down 50 percent, 
or more, if limited to products more than 5 years old. This is illus- 
trated by a chart which we have prepared showing for each of the 
years from 1953 to 1959 inclusive the percentage of sales from prod- 
ucts introduced during the 5 prior years (shown in blue) and the per- 
centage from those more than 5 years old (shown in black). In each 
year, of course, a small percentage of sales (which is not shown on 


the chart) came from products introduced that year. 

Senator Kerravuver. This chart, called “New Drug Developments 
Are a Must for Lederle,” will be marked Exhibit 2. 

(Exhibit No. 2 follows :) 
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NEW DRUG DEVELOPMENTS ARE A MUST 
FOR LEDERLE— 
LESS THAN HALF OUR DRUG SALES COME 
FROM PRODUCTS MORE THAN 5 YEARS OLD 


% OF SALES PROVIDED BY PRODUCTS: 


INTRODUCED DURING MORE THAN 
5 PRIOR YEARS 9 YEARS OLD 
\ ccansasnenetreninesaeneenngpesteenensumnineeenl a 


1953 67.7% Oh By 
1954 nok 
1955 40.1% 
1956 aiohsw 
1957 nae 
1958 48.1% 443% 
1959 98.4% RRioW 


1964 (EST) 63.4% 36.6 % 


PRODUCTS: THOSE FOR WHICH A NEW DRUG APPLICATION OR REQUEST FOR ANTIBIOTIC CERTIFICATION MUST BE FILED WITH 
THE FOOD AND DRUG ADMINISTRATION (OR AN APPLICATION FOR A LICENSE MADE TO THE NATIONAL INSTITUTES OF HEALTH). 
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Dr. Matcotm. You will note that for each of these 7 years less than 
50 percent of our sales came from products introduced more than 5 
years before. That is represented by the blue, and more than 5 years 
old by the black, the period being from 1953 to 1959, and on our 5-year 
forecast or plan we have estimated 63 percent. ; 

The same trend continues today, and the effect is cumulative. On 
the basis of this experience, we believe that 5 years from now nearly 
two-thirds of our sales will come from products not on the market 
in 1959. This is also shown on the chart. 

(At this point Senator Dirksen entered the hearing room. ) 

Dr. Matcotm. Shortly after our decision in 1939 to change the 
fundamental nature of our business, we realized that if we were to 
maintain Lederle’s traditional high ethical standards, as we were 
determined to do, we could not continue to operate in the new way 
on our old pricing policy. We were committed to carrying on a busi- 
ness that involved great risks and continuing high costs, not only for 
research and development, but also for the expanded sales force essen- 
tial to inform doctors and druggists quickly about the new drugs 
resulting from our research. 

We required a profit margin that would be fair to the consumer 
and commensurate with the risk nature of our new business. Accord- 
ingly, we have endeavored to achieve an overall profit margin for 
Lederle of 12 to 15 percent on net sales after taxes. That remains 
our profit aim at the present time, and the pricing policies of Lederle 
are determined, as far as possible in the light of competitive condi- 
tions, with reference to that aim. I believe this objective has been 
not only fair but necessary to permit Lederle to continue its uncertain 
and costly search for new drugs that prolong human life. 

In general our profit performance has been in line with our overall 
profit objective. 

While our profits have been slightly in excess of 15 percent during 
the last 2 or 3 years, we believe that this is too short a period to justify 
any adjustment of our prices, and that profits must be reviewed over 
a longer period. Such a review reveals, that although our profits 
rose as high as 19 percent in 1950, they declined to a low of 11.6 per- 
cent in 1952, and our average over the years since 1939 has been 14.1 
percent. 

Senator Keravver. Do you mind an interruption for an explana- 
tion? These all refer to profits after taxes on sales? 

Dr. Matcotm. That is correct, sir. 

Senator Keravver. All right. 

Dr. Matcotm. That is net after sales. Furthermore, we are pres- 
ently embarked on a capital expansion program that will cost more 
than $14 million in 1960 alone, which is far more than in previous 
years. 

We at Lederle are proud of our achievements, of the weapons we 
have forged against the ailments that afflict mankind. Among the 
most important of these have been our antibiotics. 

The Federal Trade Commission’s “Economic Report on Antibiotics 
Manufacture” (June 1958) states that in the United States from 1945 
through 1955, the years during which antibiotics came into general 
use, the death rate for eight important diseases against which anti- 
biotics are effective—I refer to tuberculosis, syphilis, dysentery, scar- 
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let fever, diphtheria, whooping cough, pneumonia and meningococcal 
infections—the death rate for these diseases decreased by 56.4 percent, 
while the death rate from all other causes decreased by only about 8.1 
percent (p. 279). 

This meant a saving of 83,000 lives a year in the United States by 
1955 from these eight diseases alone (p. 282). In addition to being 
effective against more than 100 other diseases, use of antibiotics in 
postoperative treatment, particularly in abdominal surgery cases, has 
proven to be of immeasurable value in saving lives. 

Antibiotics and other modern drugs have greatly reduced the cost 
of getting well. Savings in doctors and hospital bills and in lost 
working time have been of a very high order. A study on “Trends 
in Use of General Hospitals” by the Health Information Foundation, 
published in October 1959, reports that the average length of stay in 
general hospitals for the period between 1928 and 1943 was 12.6 days. 
By 1957-58 the average patient’s stay had been cut from 12.6 to 8.6 
days—one-third less time in the hospital, and more time for produc- 
tive living. In this connection, you cannot ignore the important fact 
that anttulabinee when used cnt Rar eager have been effective in 


avoiding the necessity of hospitalization at all in many cases. 


There are many of us here who remember the scourge of pneumonia. 
Before antibiotics were available, one out of three died from lobar 
pneumonia. For those who pulled through after 5 weeks in the hos- 
pital, the average cost was about $1,000 counting out-of-pocket ex- 
penses and lost earnings. For the victims, we must add the funeral 
expenses. 


Today the chances of complete recovery, usually within a few days, 


are better than 25 to 1, and the average overall cost is down to $100. 
The cost of the antibiotics themselves, which help the medical pro- 
fession to perform this miracle, runs from $8.50 to $17, approximately 
the cost of a pair of shoes or a couple of tankloads of gasoline. Anti- 
biotics have eliminated some diseases, such as scarlet fever and 
syphilis, to such an extent that today we do not have an adequate num- 
ber of hospital cases for the purpose of training interns in diagnosis 
of the diseases. 

(At this point, Senator Wiley left the hearing room.) 

Dr. Matcotm. We all know that these wonderful results flow out 
of research and development, but we may not always realize the 
extent of the costs and the risk undertaken by a drug company which 
engages in a serious research endeavor. 

At the present time we at Lederle employ over 1,000 scientists, 
technicians and other personnel in our drug research and development 
work—more than twice as many as we employed 10 years ago. And 
we are spending on research almost three times what we were spendin 
10 years ago. As a result of inflation, and increases in the cost o 
almost everything during the past 10 years, we get only one-half as 
much research productivity for each dollar spent as we did 10 years 
ago. 

But figures and ratios, however impressive, do not begin to convey 
an idea of the risks involved in pharmaceutical secuaul Our most 


cherished project turns out, more often than not, to have no commercial 
value. 
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Twenty years ago, Mr. Chairman, Lederle pioneered the search for 
a chemotherapeutic cure for cancer. The Government’s present cancer 
program is an outgrowth of that pioneering effort of ours. We have 

ersevered for 20 years, and we have already invested an estimated 

7 million in the search; yet today we have no commercial product of 
significant sales volume to show for it. Some promising chemical 
agents have been turned up, however, and we are not going to give up 
the search. 

It was back in 1946 that Lederle decided to undertake another 
pioneering effort—to find an attenuated live virus vaccine against 
polio that could be given orally ; our objective was to eradicate polio. 
More than 13 years later we have close to $12,500,000 invested in, or 
committed to, this program including production facilities, but no 
product on the market. Despite the interim development of the Salk 
vaccine, we have continued our expenditures because of the conviction 
of our scientists that oral attenuated live virus vaccine will be the final 
answer to polio. And despite the recent selection of the Sabin strain 
by the Public Health Service, we intend to continue our research work 
in this field at the same time that we are prepared to manufacture live 
virus vaccine from the approved Sabin strain as soon as all the Public 
Health Service requirements are met. 

Approximately 2 million persons have been immunized with our vac- 
cine in clinical studies in various parts of the world. The largest ex- 
perimental program of mass immunization against polio in this coun- 
try’s history was conducted this spring in Dade County, Fla. This 
alone cost my company more than a quarter of a million dollars. 

Lederle has spent 16 years and nearly $3,500,000 to find a better 
drug against tuberculosis, one without any serious side effects and 
which would eliminate the problem of drug resistance. In that time 
we have developed some promising leads. None, however, were con- 
sidered sufficiently active to wararnt marketing by Lederle. We have 
no completely satisfactory antituberculosis drug yet. 

Many more millions have gone into research for drugs effective in 
curing virus diseases, drugs that would be active in the central nervous 
system, drugs to treat cardiovascular diseases. We are still actively 
working on all these projects and expending large sums of money with 
no marketable products to defray these costs. 

You have heard of our successful antibiotics—aureomycin, achromy- 
cin, and declomycin—but we have followed many expensive blind 
alleys in this field, too. 

For example, we developed the remarkable drug puromycin, which 
can cure amoebic dysentery and sleeping sickness, but found that, after 
it had passed all laboratory and pharmacological tests, it had to be 
scrapped because it caused damage to the kidneys. 

We estimate that the total cost to date of our work on products that 
have not turned out successfully is approximately $37 million. We 
have here a chart showing how this money was spent. It shows some 
of these projects, such as cancer and polio research, heart diseases, and 
virus disease, and the approximate amounts spent on each. 

Senator Keravver. This will be marked “Exhibit 3.” 

(Exhibit No. 3 follows:) 
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Dr. Matcotm. The one on the upper left shows an expenditure of 
$10 million for live polio vaccine, in the upper right $7 million for 
cancer research ; the one on the lower left is $3,500,000 for TB, and the 
total $16,500,000 for drugs for heart disease, virus disease, central 
nervous system, et cetera. 

Although these investments did not result in commercial products, 
the money has not been wasted. Lederle has published its scientific 
findings in every case, so that others will not have to wander down the 
same blind alleys. Nevertheless, it is money paid out, and it has to 
come from somewhere. Since it does not result in the development of 
a marketable product, the cost has to be borne by our relatively few 
successful discoveries. Otherwise, we would have to stop trying to 
solve the riddles posed by cancer and other scourges. This must not 
be allowed to happen. 


LEDERLE’S BROAD SPECTRUM ANTIBIOTICS 


We began antibiotics research during World War II. We produced 
penicillin for the war effort, but only by the primitive bottle method 
rather than by the new process of deep fermentation in vats. 

Our use of the bottle method, although it was already outmoded, was 
at the special request of the Army, which wanted a hedge against pos- 
sible defects in the vat method. Our compliance with the Govern- 
ment’s request in this respect thus placed us at a distinct competitive 
disadvantage. We therefore decided to embark upon an intensive 
research effort to find a better antibiotic. 

After 4 years of work, Lederle developed, and in December of 1948 
marketed, the first of the broad spectrum antibiotics—Aureomycin 
chlortetracycline. It represented a revolutionary advance in medicine. 
It was effective against a broader range of infective organisms than 
any previous drug, including nearly a hundred illnesses against which 

enicillin and streptomycin were not fully effective. It could be taken 
by mouth rather than by injection. 

It was found to be particularly effective, when used prophylacti- 
cally, in avoiding such serious diseases as mastoiditis, blood poisoning, 
and scarlet fever. It very quickly attained wide usage among doctors. 
However, a few months later Parke, Davis & Co. introduced another 
broad spectrum antibiotic, Chloromycetin, and early in 1950 Chas. 
Pfizer & Co. brought out another, Terramycin. Thus within about a 
year and a half, instead of being the only producer of a broad spectrum 
antibiotic, we had become one of three producers. 

Aureomycin, however, did have its drawbacks. Unless substantial 
dosages were administered to a patient at frequent intervals, the activ- 
ity of the drug would decline too rapidly in the body to deliver its 
optimum effect. The larger the dosages, on the other hand, the greater 
the risk of toxicity to the patient. 

Faced with this problem and with severe competition from other 
broad spectrums, we continued our research, paying for it out of our 
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revenues from Aureomycin and a few other commercially successful 
products. By late 1953 we developed and marketed a superior broad 
spectrum, our Achromycin tetracycline, which was more stable and 
less toxic than Aureomycin chlortetracycline. It was also more effec- 
tive in penetrating certain critical body tissues and fluids, such as those 
of the brain and spinal cord, which made it the drug of choice in 
treatment of meningitis. 

Unknown to us, Pfizer and Bristol had each independently been 
working on the development of tetracycline. Within less than a year 
Squibb and Upjohn were also offering this product in the market, 
and we thereby became one of five companies marketing it in this 
country, instead of its sole seller. 

The latest chapter in our antibiotics research is the development of 
an entirely new antibiotic which we firmly believe is superior to any 
previous broad spectrum. We introduced it in September 1959 as 
Declomycin demethylchlortetracycline. I want to describe the road 
we traveled in developing this product. 


DEVELOPMENT OF DECLOMYCIN 


Early in 1953, Lederle biochemists, microbiologists, cytologists, and 
enzymologists surprisingly produced a biological mutant of the 
Aureomycin-producing micro-organism discovered by Dr. Benjamin 
Duggar of Lederle in 1946. This mutant had the unusual property of 
producing on fermentation a very active antibiotic which had re- 
markable stability in the human body. It took our analytical chem- 


ists almost 2 years to determine the chemical structure of this com- 
pound, which was like Chlortetracycline (or Aureomycin) except 
for the absence of a methyl group, so the compound was called 
demethylchlortetracycline. 

Lederle’s pharmacologists and pathologists then began a long series 
of tests, which took 4 years to complete, to determine the toxicity 
and effects of the drug. It proved to have no adverse effects on rats, 
and was found to remain longer in their blood and kidneys than any 
other antibiotic in the Tetracycline family. Next, the studies were 
continued with dogs. Again, toxic effects were nil, and remarkable 
persistence of the drug in the body continued to be observed. 

The next step was a carefully controlled trial on human beings. 
First, the compound was tried out on healthy people. Sixteen 
Lederle employees volunteered. It had no ill effects on any, and 
samples of blood taken from them as long as a week after adminis- 
tration of the drug proved to have antibiotic activity. 

Then we sent the drug out for clinical testing by world-famous 
doctors outside the company. The report of Dr. Maxwell Finland 
of the Harvard Medical School and the Thorndike Memorial Labora- 
tory is typical. He wrote that the drug— 
should prove to be superior to Tetracycline in the treatment of susceptible 


infections, in that comparable antibacterial effects should be obtainable with 
smaller doses. 
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This is of great significance, since with any drug it is important 
to avoid risk of toxicity or damage to the human system by using as 
little of it as possible to achieve the desired results. A great deal of 
further clinical testing on well over 15,000 patients showed that the 
drug was effective against over 150 different disease conditions. In 
most instances it has proved more effective in smaller doses than older 
broad spectrums in larger doses, and some infections which had 
resisted the older drugs succumbed to this one. 

The elapsed time from commencement of the first investigations 
to introduction of Declomycin on the market was more than 6 years, 
and the expenditure on research specifically related to proving out 
this one product came to over $2,500,000. I submit that this can 
scarcely be described as rushing into the market with a new product. 


RAPID OBSOLESCENCE OF DRUGS 


I would now like to tell you something of another important risk 
that has been involved in our continuing search for more effective and 
less toxic medicine, and that is the rapidity with which new drugs 
become obsolete after their introduction. I have told you about some 
of our unprofitable ventures, but even the successes do not last long, 
because the competitive drive for improved drugs results in a high 
rate of obsolescence. 

I think that the best way of demonstrating this obsolescence is to 
show you two charts on which we have set forth in graph form our 
sales of major drugs for treatment of infectious diseases over the 
years. The first of these, at the top of the first chart, shows our sales 
of antipneumona sera. 

Senator Kerauver. Let’s identify this first one as exhibit 4: 
“Tederle’s Antibacterial Drugs Have a High Rate of Obsolescence.” 

(Exhibit No. 4 follows:) 
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Dr. Matcouim. The first one shows the sale of antipneumococci sera 
where the sale has completely disappeared. 

Senator Keravuver. It seems to be 1944. 

Dr. Matcoitm. Yes, about 1945 when it completely disappears. Then 
in 1940 sulfadiazine, which completely replaced antipneumococci sera, 
which had a tremendous growth of sales reaching a peak of $16 mil- 
lion, and gradually declined, whereas today the sale of sulfadiazine 
is in the neighborhood of $2 million, so then when penicillin was in- 
troduced by us in 1943, it reached a peak in 1948, then rapidly declined, 
and today the sales are $1 to $2 million. 

We have a second chart. 

Senator Kreravuver. That will be listed as exhibit 5. 

(Exhibit No. 5 follows:) 
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Dr. Matcotm. Which is self-explanatory. That is Lederle’s anti- 
bacterial drugs, showing a high rate of obsolescence there. We intro- 
duced Aureomycin in 1948, reached a peak sale in 1952 to 1954 when 
tetracyclines were introduced, and the Aureomycin sales dropped 
from essentially $58 million to about $18 or $15 million, estimated to 
be that in 1960, and the tetracycline sales have gradually gone up 
with the sharp decline in sale of Aureomycin to in 1957 we reached a 
peak of $80 million, and we have an estimated sale in 1960, total sale 
1960 of $60-odd million. 

Of course, in 1959, the fall of 1959, we introduced Declomycin 
which has shown some appreciable increase in sales. 

Twenty-five years ago Lederle was the leading producer of antisera 
which were then the only effective treatment for pneumonia. You 
can see that our investment of over half a million dollars in the anti- 
sera was nearly wiped out within a year by the introduction of the 
sulfa drugs. 

We immediately went to work in the sulfa field and developed a 
valuable new sulfa compound, sulfadiazine, which was a potent weapon 
against a wide range of infections, as well as pneumonia, and had re- 
markably mild and infrequent side effects. 

You may remember how sulfadiazine tablets saved the lives of 
thousands of wounded soldiers in World War II. But you will note 
from the second graph (on the first chart) how the introduction of 
penicillin in 1943 made rapid inroads on the sulfas. They still have 
a role in present-day therapy, but our 1959 sales of sulfadiazine were 
only 10 percent of what we sold in 1943. 

The same story has been repeated again and again with the anti- 
biotics. Our own Achromycin and the other brands of tetracycline 
largely superseded our Aureomycin. This is demonstrated by the 
first two graphs on the second of these charts. 

It was fortunate for us that we were one of those who developed 
tetracycline, or we would have lost heavily. Since the introduction 
of tetracycline in 1953, our Aureomycin sales have dropped from $54,- 
500,000 to approximately $15 milliona year. The extent to which new 
competing broad spectrum antibiotics made inroads on this market 
is vividly illustrated by a chart which I want to introduce. 

How long will our Declomycin remain the most important new 
antibiotic? All I am sure of is that neither Lederle nor its competi- 
~ will relax in their efforts to discover better drugs—if left free 
to do so. 

May I introduce that chart, Mr. Chairman ? 

Senator Krerauver. That will be listed as exhibit 6. 

(Exhibit No. 6 follows :) 
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Dr. Matcotm. Thank you, sir. 
PRICING OF LEDERLE’S ANTIBIOTICS 


I would next like to turn to the subject of how we price Lederle’s 
antibiotics. The prices that we can obtain for our antibiotics and 
other drugs are determined primarily by competition as related to 
therapeutic usefulness. Subject to the limitations imposed by com- 
petitive prices and by demand, our aim, as I have stated, is an overall 
profit of 12 to 15 percent on net sales of all our drugs. 
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We have been able to achieve that aim and at the same time make 
some reductions in the domestic prices of our broad spectrum 
antibiotics. 

Within 3 years after Lederle introduced aureomycin, it reduced 
its prices to all customer classes four times, bringing the prices down 
to about one-third of the introductory level. Since that time, we 
have managed to keep our prices down to that level despite substan- 
tial increases in the price of almost everything else, including our 
production costs. 

We have here two charts. One shows the price increases of key 
necessities since 1948. 

Senator Kerauver. We will refer to this chart as No. 7: “Lederle 
Antibiotic Prices Have Dropped While Prices of Many Important 
Consumer Products Have Risen—1948 versus 1958.” 

(Exhibit No. 7 follows:) 
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Dr. Matcotm. Thank you, sir. 

You will notice the base line, 1948 level, milk is up 19.8 percent, 
footwear is up 25.2 percent, gasoline is up 26.1 percent, and Lederle 
antibiotics prices are down 66 percent in that 10-year period of 1948 
versus 1958. 

The other chart shows how steeply our labor and raw material 
costs increased during the same period. 

Senator Keravuver. This will be marked “Exhibit 8: Lederle Anti- 
biotic Prices Have Dropped Despite Rising Costs of Materials and 
Services—1948 versus 1958.” 

(Exhibit No. 8 follows :) 
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Dr. Maucotm. Reference to the 10-year period 1948-58: 1948, raw 
materials are up 10 percent, labor is up 70 percent, utilities are up 
80 percent, packaging materials are up 52 percent, but the Lederle 
antibiotics are down 66 percent. 

Our labor costs went up 70 percent. The cost of an essential piece 
of equipment, such as a centrifugal separator, increased 83 percent. 

When Achromycin was introduced in 1953, we charged the same price 
for it as the then reduced price of Aureomycin, even though our esti- 
mated cost of Achromycin was and has continued to be higher than 
that of Aureomycin and even though Achromycin is a superior prod- 
uct. Since 1953 we have made substantial further reductions in the 
prices of Achromycin to some of our customer classes. When we re- 
cently introduced Declomycin, we brought it out at the same price per 
dose as Achromycin, although it is superior to Achromycin and al- 
though its cost of manufacture was considerably higher. 

In view of this committee’s keen interest in the price of drugs, I 
think it is important to point out how the consumer dollar paid tan a 
Lederle drug is distributed. We do not allocate all of our costs, such 
as research and development, advertising and promotional expenses, to 
individual products. 

Such individual product costs as we do have are, or course, highly 
confidential. We have prepared, however, a chart entitled “Distribu- 
tion of the Consumer’s Dollar Paid for Lederle Drugs,” which dem- 
onstrates where the consumer dollar went in 1958. 

Senator Keravver. This will be marked “Exhibit 9.” 

(Exhibit No. 9 follows :) 
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Dr. Matcotm. The retailer and wholesaler of the dollar—that is 
supposed to represent a capsule—of the total dollar the retailer and 
wholesaler receives 49 cents, whereas Lederle, the manufacturer, re- 
ceives 51 cents. The wholesaler receives 5.9 cents per tax income; sal- 
aries and wages amount to 29.4 cents; and the other operating ex- 
penses, 13.7 cents. 

The manufacturing and distribution expenses account for 27.8 
cents; research, 3.3 cents; other expenses, 3.3 cents; income tax, 8.4 
cents—leaving a profit of 8.2 cents for the dollar income. 

Senator Kerauver. On your exhibit 9, you do not give the source of 
the information. 

Dr. Matcotm. That is the American College of Apothecaries as re- 
lated to the retailer and wholesaler. 

Senator Kerauver. American College of what ? 

Dr. Matcotm. Of Apothecaries. That is the retailer and whole- 
saler, the distribution of his dollar. Ours, of course, comes from 
ourselves. 

That refers to the year 1958. 

Senator Krerauver. The one on the right comes from where ? 

Dr. Matcoum. The lower one, of course, is our estimate. The one in 
the light blue is our estimate. And the one above comes from the 
American College of Apothecaries, representing their dollar sales 
split in 1958. 

Let me take just a moment to recapitulate what was said over that, 
Mr. Chairman. 

This chart demonstrates that the consumer dollar paid for a Lederle 
drug was distributed in 1958 as follows: 51 cents goes to Lederle and 
the other 49 cents goes to the retailer and wholesaler. Of the 49 cents 
distributed to the retailer and wholesaler, approximately 43.1 cents is 
paid out for salaries, wages, and other operating expenses, leaving 
5.9 cents as the combined profit of the retailer and wholesaler. 

Of the remaining 51 cents received by Lederle, 42.8 cents is paid out 
by Lederle for manufacturing, distribution, research and development, 
and other expenses, and income tax, leaving a net profit to Lederle 
of 8.2 cents. 


LEDERLE’S PROMOTIONAL AND SELLING ACTIVITIES 


Now, I would like to tell you how Lederle conducts its promotional 
and selling activities. At your prior hearings some witnesses have 
suggested that too much money is spent on pharmaceutical promotion. 

In Lederle’s case the fact is that in a typical month we spent $1.65 
on promoting the sale of our drugs to each of the country’s 200,000 
practicing physicians and $1.86 in advertising our drugs to each. 
We have prepared a chart illustrating how these expenditures are 
allocated. 

Senator Kreravver. That will be marked “Exhibit 10.” 

(Exhibit No. 10 follows :) 
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Dr. Marco. It shows that of the money spent on promotion, $1.33, 
or approximately 80 percent, was spent on samples used to enable a 
doctor to observe our drug personally. Twenty-eight cents represents 
other advertising and 32 cents, other types of promotion. 

Many of these samples were given by the doctor to his needy 
patients. Of the money spent on advertising, $1.06 went to support 
medical journals, of which there are over 800 published in the United 
States. Without such support these essential journals, which repre- 
sent the media for distribution to the medical profession of hundreds 
of important medical papers, could not exist. 

Only 52 cents per doctor was spent by Lederle on direct mail adver- 
tising. It seems to me that these amounts represent the minimum that 
we could spend and expect to keep the country’s 200,000 practicing 

hysicians informed about our products. We cannot sell the best drug 
in the world unless we let doctors know what it can and cannot do. 
Our literature distributed to physicians and our advertising in medi- 
cal journals puts in short and readable form the more important 
information to be derived from the clinical literature. 

In preparing our material, we employ highly trained workers, many 
of them physicians, and we are careful not to overstate our claims or 
make inaccurate statements. In fact, all of our advertising is subject 
to an absolute veto by our medical director, Dr. Benjamin W. Carey, 
whose decision has never been overridden. 

Lederle’s sales representatives also perform an important educa- 
tional function. Our postwar policy has been to select only persons 
holding college degrees and to train them very carefully so that they, 


like our literature, will give the facts to the doctor accurately and 
completely. 


LEDERLE’S OTHER SERVICES TO THE MEDICAL PROFESSION 


Lederle’s also performs other services for the medical profession. 
Since 1955, grants in the amount of close to $2 million a year have 
been made to individuals and to research institutes, medical schools, 
universities, and teaching hospitals in support of medical studies. 

Some of the idea of the size and extent of these activities can be 
gained from a recent survey, made by the Council for Financial Aid 
to Education, of the educational aid programs of our country’s lead- 
ing business organizations, banks, utilities, and insurance companies. 
It revealed that, of the 99 companies studied for the years 1957 and 
1958, Cyanamid contributed the highest percentage of its net income 
to education in both years. 

Included in our annual grants is financial support to promising 
young medical school faculty members, with 105 of these grants total- 
ing some $1,800,000 having been made during the past 7 years. Fifty- 
one medical schools have participated in awards which have been ad- 
ministered by an independent committee of prominent medical 
educators. 

Each of 97 accredited medical schools in the United States and 
Canada receives a Lederle grant yearly to help students devote sum- 
mer vacations to research. These are administered by the medical 
schools, and, to date, $700,000 has gone to support more than 1,000 
medical students in this program. Medical school deans have attested 
unanimously to the usefulness of these fellowships. 
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The Lederle medical symposium program constitutes true post- 
graduate education for practicing physicians. Supported entirely by 
Lederle, it brings outstanding clinicians and teachers to medical 
societies for programs of their choice which might not otherwise be 
feasible for such groups. 

Through 1959 Lederle sponsored 156 symposiums with medical 
societies throughout the country. More than 30,000 physicians in the 
United States and Canada have attended Lederle symposiums thus 
far. Many more symposiums abroad have been sponsored by Lederle 
for medical groups of other countries and have been attended by doc- 
tors from various parts of the world. 

These programs, together with the construction by Lederle of plants 
in foreign countries, have been of considerable value in promoting 
international good will toward the United States. 


THE LEDERLE NAME 


Now, let me say something about the Lederle name, and what it 
means to the medical profession and to us. 

It has been charged in earlier hearings that advertising literature 
and detail men have been used to “brainwash” the medical profession 
into prescribing a drug even though it does not provide any definite 
therapeutic advantages. 

As concerns Lederle, nothing could be further from the truth. 

Although hundreds of new products are launched annually in the 
industry as combinations of existing drugs or as possible improve- 
ments, doctors will not switch to them in the absence of convincing 
proof. In our experience the doctor is an able, intelligent, and discrim- 
inating person who is not easily misled in his own field. 

He judges a drug on the basis of results, and if it fails eventually to 
live up to a manufacturer’s representations, he will lose confidence in 
the integrity of the label of that manufacturer. We are proud of the 
fact that Lederle’s name continues after 50 years to enjoy the highest 
reputation in doctors’ offices throughout the world. 

Doctors prescribe by brand names principally because they learn by 
experience that the products of particular companies using such names 
meet high standards of quality and purity. 

The standards set by Federal regulatory agencies are acceptable 
minimum standards, and in the case of many drugs there can still be 
substantial differences in quality between various products meeting the 
standards. A tremendously significant difference existed, for instance, 
between various brands of Salk vaccine introduced in 1956, even 
though all brands complied with Government standards. 

At Lederle we so value our reputation that we try to exceed Gov- 
ernment standards by using more stringent controls and tests of our 
own than the regulations require. Our standard procedure for every 
lot of every finished product comprises 12 separate checks, many of 
which may require the performance of a number of different tests and 
assays, covering product effectiveness, purity, stability, uniformity, 
and other important characteristics. 

T have here a list of these checks which I have attached to my state- 
ment and I ask that it be made part of the record of this proceeding. 

35621—61—pt. 244 
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Senator Kerauver. Let it be made a part of the record as a part of 
your statement. 

(The statement referred to, “Lederle Quality Control Procedures,” 
may be found on p. 16425.) 

Dr. Matcotm. This is on top of similar standard procedures which 
have been applied to every lot of intermediates and every lot of raw 
materials used in the finished product, as well as to every lot of raw 
materials used in manufacturing processes. 

As an extra precaution, the first few lots of every product are sub- 
jected to additional standard procedures, and many special procedures 
exist for other situations. 

To carry out Lederle’s stringent controls it required in 1958 the 
services of 248 chemists, biologists, bacteriologists, and other scientists 
and technicians, at a cost of nearly $4 million. 

We do not believe in taking any chances where quality control of 
a vital drug is concerned. Take the case of our Achromycin V sirup, 
where particular care is taken to insure highest quality, since it is a 
product used by children. We routinely perform on each batch of 
raw materials going into this product 34 tests not required by FDA 
standards, covering purity, identity, stability, and other qualities of 
the various ingredients. 

I have submitted a list of these 34 tests as an attachment to my 
statement and ask that it be made part of the record of this proceeding. 

Senator Krerauver. Without objection, it will be made a part of the 
record. 

(The statement referred to, “Tests by Lederle on Achromycin V 
Syrup,” may be found on p. 16429.) 

Dr. Matcotm. Thank you, sir. 

Asa result of this insistence on perfection, we have convinced many 
doctors and pharmacists that when a prescription is filled with the 
Lederle brand of a product the patient is getting the best medication 
possible. 


LEDERLE’S ROLE IN NATIONAL DEFENSE 


Now let me say a few words about Lederle’s role in our national 
defense. 

During World War II, Lederle played a vital role in saving the 
lives of thousands of our young men who were wounded on the battle- 
fields of Asia and Europe. We produced almost 100 percent of sev- 
eral important sulfa drugs (including sulfapyridine, sulfathiazole, 
sulfaguanadine, and sulfadiazine) that were widely used by our 
Armed Forces in every war theater. 

Almost every soldier went into battle with sulfadiazine tablets, with 
the result that of the wounded reaching first aid stations in World 
War IT almost twice as many were saved as in World War I. 

In World War IT we supplied 50 percent of our country’s gas gan- 
grene antitoxin requirements, 50 percent of the tetanus toxoids, 25 
percent of the blood plasma, 90 percent of the pneumonia antisera, 
40 percent of the Japanese B encephalitis vaccine, 100 percent of the 
blood-grouping powder antisera, and 33 percent of the influenza and 
tvphus vaccines. Again in the Korean war there were many wounded 
Americans who owe their lives today to drugs produced by Lederle. 
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We must not forget that a strong drug industry has already proved 
to be a great asset to our country in time of war and national emer- 
gency. “We cannot create such an industry overnight, and we cannot 
have such an industry available without providing the basic incen- 
tives for its existence and growth. 

Some of Lederle’s contributions to our country’s defense were made 
at considerable saving to our Government. For instance, we volun- 
tarily processed blood plasma at cost and without any profit. And 
that represented 25 percent of the blood plasma processed in this 
country. 

Dr. Matcotm. Let me read to you a letter (a copy of which is at- 
tached to this statement) from the Chief of the Armed Services Medi- 

cal Procurement Agency commenting on our contribution. This let- 
ter was addressed to me as general manager of the Lederle Laboratory 
Divisions at that time signed by Col. Howard F. Currie, Chief of the 
Armed Services Medical Procurement Agency. It begins: 


AprIL 15, 1955. 
Dr. W. G. Matcotm, 


Americ on Cyanamid Co., 
New York, N.Y. 

Dear Dr. Matcotm: In completing my 10 years of official association with the 
medical material industry, I want to take this means of expressing my profound 


appreciation for your personal, and Lederle’s official, contribution to our prog- 
ress throughout the years. 

It only seems like last year that I came to you with our problems on pro- 
duction and storage of biologicals. Our needs, as you recall, were fantastic and 
deterioration (outdating) costs were staggering. Through your advice and 
counsel on bulk storage, we have saved millions of dollars for the taxpayer. 
In hindsight, when I realize that your suggestions meant substantial reductions 
in volume of sales for Lederle, I am deeply impressed by the unselfish patriotism 
demonstrated by you and your fine organization. 

It is unnecessary to state that the same fine relation has existed throughout 
the Korean emergency. I can think of no organization which has responded so 
effectively to our every request. I realize at times that our demands for produc- 
tion have resulted in costly diversion of supplies needed by your dealers for 
civilian requirements, to military channels. 

This and other contributions, too numerous to list, have been of inestimable 
value to the military departments in fulfilling their mission during periods of 
peace and war. 


Please convey my sincere appreciation to all departments for a job well done. 
Respectfully, 


Howarp F. CurrIg, 
Colonel, U.S. Air Force (MC). 

The next subject I want to discuss is one of vital importance, and 
that is the need for adequate patent protection in the drug field. 
Progress in our industry is dependent on patents. 

The availability of patent protection for new drugs provides the 
incentive to invest in research and development that has given the 
public the enormous benefits of drugs developed under the lash of 
intense rivalry. In our own case the. possibility of patent protection 
has been essential in inducing us to invest heavily in research. 

If there could be any doubt as to the beneficent effect of this 
country’s patent system in promoting research in drugs, the committee 
need only consider the experience of Italy. In 1939, under a decree 
promulgated by Mussolini, all patent protection in the pharmaceutical 
field was eliminated from Italian law, which had afforded such pro- 
tection with respect to process patents ever since 1859. Italy thereby 
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became the only country with a traditional patent system that has 
been emasculated in such a way. Since 1939, although Italy has an 
advanced technology in the chemical field and is the home of many 
talented scientists who have contributed to the advance of medicine, 
it has not originated a single new drug of significance. During the 
same period a number of such discoveries have come from other 
European countries which do grant patent protection among them the 
United Kingdom which added phramaceutical product protection to 
its patent law in 1950 and France which is currently adopting a 
similar program. 

Furthermore even in Italy there are recent indications that public 
opinion is recognizing the shortcomings of their present policy and 
legislation has been introduced to reinstate patent protection under 
Italian law in the pharmaceutical field. 

The reason patents are important incentives is of course the fact 
that a patent gives its owner in return for publishing the patented 
invention for the information of the public as well as other research- 
ers, the right for a limited time to exclude others from practicing the 
invention. Any requirement that patentees license others would to a 
—_ extent destroy the incentive of exclusive rights which patents 
offer. 

Lederle’s progress in the conquest of disease has been due to our free 
enterprise system and its incentives. No fairminded, responsible 
member of this powerful body should seriously want to destroy those 
incentives. Perhaps this is the reason why witnesses appearing here 
have almost uniformly opposed proposals for direct Government 
regulation of drug prices. However, some other proposals urged here 
may appear reasonable in theory until their effects are projected and 
analyzed. 

An example is the proposal for compulsory licensing of drug pat- 
ents for a reasonable royalty, which it is argued would increase 
competition and thus lead to lower drug prices. 

I doubt that compulsory licensing would contribute substantially to 
reducing new drug prices, because there would not be many new 
drugs under compulsory licensing. 

We now must spend huge sums on research in order to stay in 
business. Two-thirds of our revenue comes from products we expect 
will be rendered obsolete within 5 years by better products developed 
either by ourselves or by our competitors. We therefore must take 
the risks of research to try to develop new products ourselves to stay 
in business. 

Under compulsory licensing a business executive would be foolish to 
gamble his stockholders’ money in this costly search for new drugs 
when he could sit back and take advantage of the successful gambles 
of others without incurring any risk at all. Furthermore, in the 
absence of a prospect of some reward commensurate with the risk if 
the gamble should prove successful, there would be no incentive to take 
the risk. I believe that drug executives, under compulsory licensing, 
would drop, or sharply curtail, the heavy investment now made in 


drug research, with the result that few new drugs would then be 
developed. 
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I assume, of course, that the so-called reasonable royalty under 
compulsory licensing would be lower than the return now available 
to an inventor through exclusive use of his invention. If it were not, 
the costs of any licenses would be so high that prices would not be 
lowered. 

I have pointed out the dangers of compulsory licensing because they 
are similar to those inherent in many other proposals raised here. It 
is my belief that if you destroy any of those incentives that have in- 
duced drug manufacturers to assume heavy risks in the constant search 
for new drugs, you will remove the driving force that has resulted in 
the great advances made during the past 20 years by the American 
pharmaceutical industry in the conquest of diseases afflicting mankind. 

Thank you, Mr. Chairman. 

Senator Keravuver. Thank you very much, Dr. Malcolm. We have 
enjoyed and appreciated your statement. We will stand in recess 
until 2 o’clock. 

(Whereupon, at 12:20 p.m., the hearing was adjourned, to reconvene 
at 2 p.m. the same day.) 


AFTERNOON SESSION 


(Present: Senators Kefauver (chairman), Carroll, and Dirksen.) 

Senator Keravuver. The committee will come to order. 

So that we can get a better understanding of the production and cost 
of antibiotics, we will put in the record as exhibit 11 an exhibit that 
is in an earlier volume of these hearings,’ but which belongs also in 


this section. 
Dr. Blair, will you explain it ? 
(Exhibit No. 11 follows:) 


1 Pt. 21, exhibit No. 445, p. 11740. 
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Dr. Buatr. Mr. Chairman, this chart, which is already in the 
record, shows the concentration of production of the principal drugs 
in which this subcommittee has taken a special interest. 

The basic data on which the chart is based were originally intro- 
duced in the course of the hearings when Dr. Austin Smith was tes- 
tifying. The chart shows the percentage of production of each of 
over 50 drugs accounted for by 15 leading drug companies who are 
manufacturers of one or another of those drugs. 

The particular relevance of this chart to way’ hearing concerns the 
last category of products, antibiotics. 

As has been brought out today, the principal antibiotic sold by 
American Cyanamid is tetracycline. It will be seen by reading across 
the chart that American Cyanamid in 1958 produced 383 percent of the 
U.S. output of that particular drug. Thirty-six percent was pro- 
duced by Bristol and 31 percent was produced by Pfizer. Those were 
the only three U.S. producers of tetracycline. 

Another product of importance in the past, which has been men- 
tioned earlier today is Aureomycin. American Cyanamid produces 
100 percent of the output. 

Other leading wide-range antibiotics and their percentages of pro- 
duction, accounted for by the leading companies, as indicated by this 
chart are Chloramphenicol, 100 percent of which is produced by Parke, 
Davis; Erythromycin, 35 percent of which is produced by Abbott 
and 65 percent by Lilly; Terramycin, 100 percent of which is pro- 
duced by Pfizer; Oleandomycin, 100 percent of which is produced by 
Pfizer; and streptomycin, which is characterized by a much lower level 
of concentration. The largest single producer, Olin-Mathieson, that 
is, the Squibb Division, has 46 percent. 

Also on the lower part of the chart are shown the concentration 
ratios for the various forms of penicillin. 

Now, this, it should be emphasized, is the concentration of produc- 
tion, not of sales. 

As far as tetracycline, the leading broad-spectrum antibiotic, is con- 
cerned, it is important to keep their differentiation in mind, since a 
large proportion of the output of Bristol, which was in 1958 the larg- 
est producer of the product, is sold to Squibb and Upjohn, who, in 
turn, market the product under their own trade names. 

Now, the next chart 

Senator Keravver. First, Dr. Malcolm, do you have any com- 
ments ¢ 

Dr. Matcotm. Thank you very kindly, sir. 

Perhaps I could be helpful, if he wanted to return to the chart, which 
I can’t read, but I can personally understand from this that when you 
set up your research and development program, obviously you can’t 
major in every field of disease. Now, the companies to which you refer 
here, including ourselves, majored in the infectious disease area. That 
was one of our major areas. 

If you will go through the companies that are listed here, you will 
find that some major in the hormone area, others major in the dia- 
betic area, and so on and so on. So it is only natural to me that 
you will find companies that have a patent position—what you would 
term a “patent monopolistic position”—in terms of certain products. 

Does that help you at all? 
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Senator Kreravver. That is right. We were not attempting to go 
into the explanation of why it was this way at this time. 

Dr. Buarr. The purpose of presenting these two charts at this point 
is not to criticize or condemn any company but to provide a little 
background of the industry’s structure with particular respect to this 
most important segment, antibiotics. 

Dr. Matcotm. Thank you very much, sir. 

Dr. Buatr. We do not want to leave the impression, however, that 
the pattern of concentration which exists in production is also the 
pattern of concentration that is found in sales. 

We recognize the importance of making that distinction, one which 
was, of course, forcibly made by Dr. Austin Smith. 

Now. this second chart 

Mr. Cuumeris. Mr. Chairman, before he goes to that second chart, 
so that this chart can be looked at in its proper perspective, when you 
use the word “concentration,” the thought—for instance, in the case 
of Aureomycin—that American Cyanamid produces 100 _— of 
Aureomycin and there is no other like product on the market for an 
individual to buy at the drugstore 

Senator Keravver. That does not follow at all. 

Mr. Cuumepris. Wait a minute, Mr. Chairman. 

Senator Kerauver. We know that many of these are used inter- 
changeably. 

Mr. Cuumpris. The point is that 100 percent of Aureomycin pro- 
duced by American Cyanamid is by virtue of a patent owned by your 
<7 ; 1s that correct, Dr. Malcolm ? 

Dr. Maxcotm. That is correct, sir. 

Mr. Cuumpnris. But in the field of antibiotics in its broad spectrum 


there are quite a few drugs that compete against your Aureomycin ; 
is that not true? 


Dr. Matcotm. Yes. 

For instance, in many areas Chloramphenicol and Terramycin are 
considered to be interchangeable with Aureomycin. 

Mr. Cuumpris. So anybody who looks at the chart and sees 100 per- 
cent of Aureomycin might get the opinion that there is no like prod- 
uct that a person could purchase at a drugstore through the prescrip- 
tion of a doctor. 

Dr. Matcotm. You have to add to that in terms of therapeutic com- 
petitiveness penicillin, streptomycin, sulfa drugs, as well. 

Dr. Buatr. Mr. Chumbris, if I might just interpolate here, it is 
precisely to meet that type of criticism that we obtained the data on 
the basis of which the second chart is drawn. This shows concen- 
tration not merely of a particular antibiotic such as Aureomycin, but of 
the entire broad-spectrum antibiotic market by companies and by 
products. 

Senator Keravver. Let the second one, “Leading Antibiotics— 
1959,” be made exhibit 12. 
(Exhibit No. 12 follows :) 
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Dr. Buatr. This chart is broken down into two segments, the top 
part of which refers to new prescriptions; the lower, to hospital pur- 
chases, both for 1959. 

At the bottom of the chart we find the names of the companies, 
Lederle, Parke, Davis, Pfizer, and Lilly, which are the leading sellers 
of broad-spectrum antibiotics, not necessarily the producers; and be- 
low the name of the company there is given the name of the product 
category sold by that company in terms of generic names. 

Thus, Lederle is the first company. Below Lederle is the word 
“tetracyclines,” which is used here to embrace the whole tetracycline 
family, which encompasses tetracycline itself, namely Achromycin, as 
well as Aureomycin, and also Declomycin. 

Now, in the new prescription segment of the broad-spectrum anti- 
biotics market the sales of Lederle’s products account for 32 percent 
of the sales of all broad-spectrum antibiotics. 

That 32 percent is composed of 22.2 percent of sales of Achromycin 
V, 5.1 percent as Achromycin, 3.9 percent as Declomycin, and a little 
less than 1 percent as Aureomycin. 

The next company in the new prescription area is Parke, Davis, 
whose product is chloramphenicol, sold under the trade name Chloro- 
mycetin. Sales of this product account for 14.7 percent of the sales 
of all broad-spectrum antibiotics. 

Moving to the lower segment of the chart, it will be seen that above 
Lederle the bar is somewhat smaller for sales to hospital purchasers. 
There it will be seen that, in contrast to its position in new oe 
tions where American Cyanamid is clearly No. 1, in sales to hospitals 
Cyanamid is No. 2, being well outranked by Parke, Davis in its sales 
of chloramphenicol. 

The sales by Lederle of its tetracyclines to the hospital market con- 
stitute 17.6 percent of the total sales of all broad-spectrum antibiotics 
sold to hospitals. 

That figure consists of 10.6 percent for Achromycin 

Dr. Matcotm. Mr. Chairman. 

Senator Kerauver. Wait just a minute until Dr. Blair finishes 
and then I will ask you to comment. 

Dr. Buatr. 10.6 percent for Achromycin; 5.4 percent for Achro- 
mycin V; 1.2 percent for Declomycin; and 0.4 for Aureomycin. 

In contrast it will be seen that the sales of Parke, Davis’ chloram- 
phenicol represent 47 percent of hospital purchases of broad-spectrum 
antibiotics. 

But these two companies together represented 46.7 percent of the 
total broad-spectrum sales for new prescriptions, and 64.7 percent 
of the total sales of broad-spectrum antibiotics to hospitals. That 
provides some indication of the degree of concentration in the total 
antibiotic market for broad-spectrum antibiotics. 

Senator Krrauver. The two companies together represent what 
amount ? 

Dr. Buatr. Represent 46.7 percent of new prescriptions, and 64.7 
percent of hospital purchases. 

Senator Keravuver. All right. 

Dr. Malcolm, you had some comment ? 

Dr. Matcotm. I thought maybe I could be helpful in pointing out 
as to why the hospital sales of Parke, Davis were greater than ours. 
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As you know, their antibiotic is more effective against certain 
strains of staphlococci that are resistant to the tetracyclines. 

I also thought that it might be worthwhile saying that, of course, 
we have this fall introduced a new antibiotic that we consider to be 
superior to the tetracycline and superior to Aureomycin. 

That, in turn, has increased our sales. 

Senator Krrauver. I do not want to interrupt the presentation 
of the charts, but hospitals have a great deal of staphlococci which 
are resistant to other antibiotics, so they turn to Chloromycetin. 

Dr. Matcotm. That is correct. However, there is some question 
as to what has brought that about. You do not find that condition 
so prevalent outside the hospital in general practice as you do in 
the hospital. 

Dr. Carey could comment on that, if you wish. 

Senator Kerauver. We may go into that later. 

Senator Dirksen. Mr. Chairman, I want to ask a question. On new 
prescriptions you are dealing here with 13 different antibiotics so one 
company gets 32 percent, one gets 14.7, one with 4 commodities gets 
7.4, one with 2 gets 2.8, and one with 2 gets 11.2. Just what does that 

rove? 

P Dr. Buatr. Mr. Chairman, Senator, it is not intended to prove any- 
thing in an invidious sense. What we are trying to do is to establish 
the role of these respective companies, their relative importance in 
the antibiotics field that the subcommittee is now examining. It 
was thought that it would be helpful for the subcommittee members 
to know something about the relative position, both in terms of pro- 
duction and in terms of sales, of the companies who will be coming 
before you. 

Senator Dirksen. Are there any other antibiotics that should be 
added to this list that somebody else makes? 

Dr. Buatr. These, Senator, represent the great bulk of the sales 
of the antibiotics. There are other antibiotics, but in total they rep- 
resent a relatively minor segment of the market. 

What we have endeavored to show here is the share of the total 
broad-spectrum antibiotic market accounted for by sales of these par- 
ticular products by these particular companies. 

Senator Dirksen. It is a free market, and depending on the ag- 
gressive sales policy of any particular company either in the field of 
new prescriptions or hospital purchases, I still do not know what this 
is designed to prove except one company operates more aggressively 
in one field and one does in another. But if this is supposed to have 
any invidious implications, I simply fail tosee them. It is like saying 
that Sears, Roebuck gets a certain share of the market and so does 
Montgomery Ward, but that does not prove anything. That just 
proves whether or not they have a sound and affirmative sales policy. 
That is about all. 

Senator Krerauver. Very well, let’s proceed. 

Mr. Drxon. This is the beginning. Wait until we get through. 

Senator Keravver. It is iniended to show the picture of how much 
of what market the companies have. 

Mr. Cuumeris. Mr. Chairman, as I add up these figures, the five 
groups under new prescriptions amounts to 68.1 percent, which means 








13658 ADMINISTERED PRICES 


31.9 percent are not accounted for in that chart. Is that right, Dr. 
Blair? 

Dr. Buarr. No, sir. I object to the term “not accounted for.” The 
products shown on the chart represent that proportion just indicated 
of the total antibiotic market. As I have indicated before, there are 
other antibiotics and they are sold by other companies, but none of 
them bulk as large individually as the individual products and com- 
panies shown on this chart. It will be noted that the title of the chart 
is “Leading Antibiotics.” 

Mr. Cuumerts. I want to add that represents 68.1 percent of the 
market rather than 100 percent. 

Dr. Buatr. No, sir. These figures are 100 percent of the market, 
but we have made no effort to show every company and every product. 

Senator Kerauver. All right, we must get along. What is the 
next chart? 

Dr. Buatr. Mr. Chairman, the next chart is a comparison of price 
trends. 

Senator Keravver. That will be exhibit No. 13. 

(Exhibit No. 13 follows :) 
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Dr. Buatr. Mr. Chairman, this chart compares the price trend 
from 1951 to June 1960 of the four leading broad range antibiotics, 
Aureomycin, Chloromycetin, Terramycin, and tetracycline, with the 
price trend of streptomycin and of penicillin. 

The significance of is chart lies in the fact that streptomycin, as 
I have already indicated, is not characterized by the degree of con- 
centration that is found in the broad-spectrum antibiotics, and penicil- 
lin has an even lower degree of concentration. There is no patent 
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on penicillin. What appears to be a straight black line on the chart 
is in fact the price trend of not only tetracycline but of Terramycin, 
Chloromycetin, and Aureomycin, 1951 through 1960, as represented 
in the price to the druggist. 

The price of streptomycin is the open market quotations in the Oil, 
Paint, and Drug Reporter. The bulk prices of penicillin are the 
prices of one of the leading producers of the product as recorded in 
the Federal Trade Commission report from 1951 to 1955; and from 
1956 to 1960 the open market quotations in the Oil, Paint, and Drug 
Reporter. The question may be asked: Why do we use bulk prices 
for streptomycin and sunieiltin and prices to druggists for the broad- 
spectrum antibiotics? ‘The reason lies in the fact that with the excep- 
tion of the sales by Bristol to Upjohn and Squibb, there are no bulk 
sales of the broad-spectrum antibiotics. Aureomycin is produced and 
sold exclusively by American Cyanamid; the same is true of Terra- 
mycin by Pfizer, Chineenapeetie y Parke, Davis. Bristol’s prices to 
Squibb and Upjohn do not fluctuate, and, of course, are not a matter 
of regular public record. 

Now, we are not attempting in this chart to convey the impression 
that for a given disease one drug is necessarily cheaper than any of 
these other drugs. This chart is not concerned with levels of prices, 
but with price trends. It is similar, you might say, to a chart pre- 
sented earlier in this subcommittee’s hearings on steel which con- 
trasted a rigid price of iron ore with the highly volatile price of steel 
scrap. 

Penicillin, streptomycin, and these broad-range antibiotics are all 
produced, with some modifications, by the same basic production 
method, except that Chloromycetin is now produced by an even 
cheaper process, being produced synthetically. This basic method is 
the fermentation process. From this chart, it is obvious that certain 
reductions in the cost of production have developed in the use of the 
fermentation process. Changes in production methods, greater effi- 
ciency, lowering costs, have in fact been reflected in lower prices of 
penicillin and streptomycin, but obviously, to the extent that they 
occurred in the production of the broad-spectrum antibiotics, have not 
been manifested in lower prices there. 

Senator Kerauver. As I understand it, the straight line represents 
the price charged by the company to the druggist for 16 250-milli- 
gram capsules regardless of which 1 of the 4 it is. 

Dr. Buatr. That is correct. 

Senator Kerauver. The price has been constant at $5.10 since 1951. 

Dr. Buatr. That is correct. 

Senator Krerauver. With the exception of some adjustment that 
has been made recently, which we will take up later on. 

Dr. Matcotm. Mr. Chairman, I think that Dr. Blair’s chart would 
have been more meaningful had he started with 1948. 

Mr. Dixon. We have such a chart. 

Dr. Matcotm. When we introduced Aureomycin. 

Senator Kerauver. Yes, we have a chart on that that we will put 
in later. 

Dr. Matcotm. He also made the statement—— 

Senator Kerauver. You dropped to $10, $8, and $6 and then you 
wound up on October 1, 1951, at $5.10, as did all the others. 
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Dr. Matcotm. That is correct, sir. That represented a reduction 
of 65 percent since the time of the introduction of Aureomycin. 

Mr. Drxon. That is where the 60 and some odd percent reduction 
came from on one of the charts you included in your prepared state- 
ment ? 

Dr. Matcotm. That is correct, as I recall. 

Mr. Drxon. That is it? 

Dr. Matcotm. Yes. 

Mr. Drxon. For 10 years, though, you have not reduced the price. 

Dr. Matcotm. That is correct. “However, we have made reductions 
in this manner. 

First, I want to make the statement that we believe that the prices 
that we are charging today are fair and reasonable prices, that you 
must keep in mind that you are speaking of curative drugs, not. pal- 
liative drugs. After the introduction of Aureomycin, when we intro- 
duced the tetracycline, which we consider to be a superior drug and 
which cost: us more to manufacture, we would have been justified in 
charged more for tetracycline than we did Aureomycin, but we re- 
frained from doing so, absorbing that additional cost. Then when 
we introduced declomycin, we certainly would have been justified in 
charging more for declomycin, because if my memory serves me cor- 
rectly, we had only about 7 percent of the yields in manufacture of 
declomycin that we had with tetracycline. 

Dr. Blair made a statement that the methods of manufacture are 
essentially the same. I do not know where he got that information. 
I am not an expert on the manufacturing methods myself, but I would 
certainly like to invite him to come to Pearl River and manufacture 
Aureomycin and tetracycline using essentially the same methods. But 
that is not worth debating. 

Senator Keravver. I think he is referring to the fermentation proc- 
ess. I believe in Chloromycetin they are using some chemical process. 

Dr. Matcotm. Mr. Chairman, these drugs are all different, and 
the requirements are different for all of them. 

Now I made mention this morning of the rising costs of labor, and 
T think that our labor costs in this 10-year period “have gone up essen- 
tially 90 percent. Certainly the cost of equipment in many instances 
has more than doubled, and the services are greatly increased. Now we 
are offering today 

Dr. Buarr. Mr. Chairman, just at that point, just to interjeet-—— 

Dr. Matcotm. May I? TI won’t be but another minute or two. 

Senator Kerauver. Go ahead. 

Dr. Matcotm. Thank you. 

As I said, we are offering today two better products costing no 
more to the patient, for the same price, and this to us—or this, at least, 
to me, represents a very severe form of competition. True, Mr. 
Chairman, there has been a 15 percent recent additional reduction. 
We cannot, as I said earlier—we had a goal which we set in 1939 when 
we set out on this new enterprise of ours in changing the nature of 
our business, whereby we determined that it would be essential to 
have a 12 to 15 percent return after tax in order to afford the risks 
of the type of business that we were attempting to engage in. At the 
time we set that goal, there were companies that were earning much 
more money after tax than that. However, the thing I would like to 
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have kept in mind is that competition places a ceiling on what we 
could exact for tetracycline and declomycin. 

Now, before coming here, I think I should tell you that we antici- 
pated a question of this sort, and we have a prepared statement that 
Mr. Duncan would like to read with your kind permission and submit 
for the record. 

Dr. Buatr. May I, Mr. Chairman, make a point which will only 
take a second? Dr. Malcolm brought up the point of the increase in 
the cost of labor and the increase in the cost of equipment. All I 
want to observe is that undoubtedly those increased costs of labor and 
equipment were also applicable to both streptomycin and penicillin. 

Dr. Matcotm. I would like, since you revived the subject, to say 
that the entire industry would go bankr upt if we attempted to sell 
the broad spectrum drugs at penicillin prices. 

Mr. Dixon. You mean that if you were to be competitive, you 
would go bankrupt? 

Dr. Matcotm. Many people did go bankrupt. 

Mr. Dixon. Are you against competition 2 

Dr. Matcotm. No, sir. I think we have the highest form of com- 
petition. 

Senator Kreravuver. Let us get on with the charts. The purpose of 
this chart was to show that in penicillin and streptomycin, where there 
is competition, the price has been coming down. 

Dr. Matcotm. Mr. Chairman, may Mr. Duncan read this statement ? 

Senator Krravver. We will speak to Mr. Duncan in a while. 

In the broad-spectrum antibiotics, in which there is a monopoly 
position, since 1951 to this present time, there has been the same price, 
$5.10 to the druggist for 16 250-milligram tablets, regardless of which 
one of these 4 drugs one might purchase, although one might cost more 
to manufacture than the other. 

The price has been the same, until the last 2 or 3 weeks, when there 
has been a 15-percent reduction which we will discuss later. 

All right, Mr. Duncan, what is the statement you have? 

Mr. Duncan. Senator, what I would like to read first here—we 
had a statement and we tried to make this as accurate and as concise 
as we could. 

Senator Krrauver. We have a long way to go. Can you file your 
statement and tell us about it? It seems to be quite lengthy. 

Mr. Duncan. Senator, it isn’t. I think I can read it quicker than I 
can talk about it because we tried to state it concisely. Shall I go 
ahead and read it? I think I can in about 3 minutes. 

Senator Keravuver. Do you have copies of it? We are trying to 
finish with you gentlemen this afternoon and we have a long way to go 
yet. 

Senator Dirksen. But we are not in so much of a hurry that we do 
not want the record to be accurate. 

Mr. Duncan, I want to hear it. 

Senator Kerauver. We are all anxious to get an accurate and com- 
plete record. I suggest that the witness may file his statement and 
summarize it, but if the Senator from Illinois wants it all read 

Senator Diesen. If it is not very long. I just want to hear what 
your comment is. 
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Senator Kreravuver. Very well, Mr. Duncan, try to read it as rapidly 
as possible. 

Senator Dirksen. Not too fast, so I can follow it. 

Senator Kerauver. Perhaps you have a copy, if the Senator from 
Illinois has trouble in following you. 

Mr. Duncan. I will try to read it so that it is intelligible. This 
statement has to do with why those prices, why that line is a level line 
on the chart, and I want to say first of all that I can’t speak for the 
pricing policies of companies other than Lederle, which are included 
there. 1 can only speak for ours. But in our case, as Dr. Malcolm 
has told you, we had four very substantial price reductions on Aureo- 
mycin after it was introduced in 1948. 

Since 1951 some additional reductions have been made by Lederle in 
sales to governments and hospitals. There is a limit to the amount by 
which you can reduce the price of any particular drug just as there is 
a limit to the amount by which you can reduce the costs of making and 
selling it. We felt we had reached these limits in 1951, and that our 
price then was fair and reasonable. 

In view of the very substantial increases in certain production costs 
since 1948 which have more than offset our improvements in efficiency 
in yields, I am proud that we have been able to hold the line against 
any price increases on broad spectrums. The price of almost. every 
other manufactured product has increased since 1951, and I think it is 
remarkable that the broad spectrums did not go up. There are other 
forms of competition beside price cuts, and often they are just as keen 
and effective. One such form is to offer a better and more expensive 
product at the same price as the one on the market. For instance, both 
Tetracycline and Declomycin cost more to make than Aureomycin and 
they have superior therapeutic qualities. For these reasons, Lederle 
would have been justified in introducing them at a higher price. Their 
introduction at the same price, therefore, represented a very real bene- 
fit to the public. 

I do not think Lederle should be criticized now for charging the 
same price for drugs that cost more and giving the public better drugs 
for the same price. The price reductions made by Lederle on Aureo- 
mycin were on February 1, 1949, a 331¢-percent reduction. On Febru- 
ary 1, 1950, a 20-percent reduction, which lowered the price from $10 
to $8 a bottle of 16. 

On May 1, 1950, a 25-percent reduction, and on October 1, 1951, a 
15-percent reduction. 

Since October 1, 1951, prices to the Federal Government and the 
county, city, and State agencies have been reduced. A bottle of 100 
capsules, 250 milligrams which sold for $24.22 in 1951 is priced at 
$17.24 to the Federal Government, and a bottle which sold for $25.50 
in 1951 to city, county, and State hospitals is now priced at $22.49 and 
sometimes even lower. Liberal use of “free goods” has also resulted 
in substantial price reductions to private hospitals. 

Although we have made some improvements in productive efficiency 
the potentiality for reducing costs through improved technology could 
never be as dramatic as in the case of penicillin, which originally sold 
for $6,000 per gram, because the initial introductory price of Aureo- 
mycin already reflected many improvements that took place after 
penicillin was introduced. Since 1948, on the other hand, as Dr. 
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Malcolm has told you, our base rate for production employees has gone 
up 89 percent. Some idea of what this means can be gathered from 
the fact that a 1-cent increase in the hourly wage costs Cyanamid more 
than $500,000 per year. 

The average cost of most items of production equipment, which we 
must replace from time to time, has gone up at least 40 to 50 percent 
or more in the last 10 years. All the other costs that enter into the 
total cost of our products have risen proportionately, if not even more 
sharply. The cost of bottles alone, for instance, has increased by 
approximately 50 percent. For example, centrifugal separators which 
cost $12,000 in 1950 now cost $22,000, an increase of 83 percent. 

I cannot help digressing to point out the tremendous significance 
of these increases when it comes to replacement of plants and equip- 
ment shown on our books at original cost less depreciation. Needless 
to say, the replacement cost is sometimes many times the conservative 
figure listed in our balance sheet. 

In the face of such rising costs, I did not think that it would be 
fair to our stockholders to reduce broad spectrum prices other than 
to the extent I have indicated. Recently, we reduced broad spectrum 
prices by 15 percent to retailers in order to meet similar reductions 
made by certain competitors. 

I would like to enter this in the record. 

Senator Krerauver. All right, Mr. Duncan. 

Dr. Matcotm. Mr. Chairman, Thad one point. 

Senator Keravuver. Just 1 minute. 

Mr. Duncan, following your statement, I think it is proper to put 
a table in the record, which we will mark “Exhibit 14.” It shows the 
history of the price of Aureomycin, chloromycetin, and Terramycin 
since the first product came onto the market December 1, 1948. 

(Exhibit No. 14 follows:) 


Price history of first broad-spectrum antibiotics, price to druggists, 250-milligram 
tablets, 16’3 


Aureomycin | Chloromy- 
(chlortetra- cetin Terramycin 
cycline) (chloram- (oxytetra- 
American phenicol) cycline) 
Cyanamid Parke, 
Davis 


Se es Cighisad ki ian sce engcawiakendsdndnenatencauiadnaed 
1949: 
|. Bee eee bédietnbhebetianankaadiaciiwntamibetnhan 
Mar. 25. 


goggaggmmoos! & 


+++ 4-4-4 +t s 
ecoocoececeooe': 


$1 UH HE OH ON EH ST 
COCA Cr Cr Cr cr cr or 





Source: 1948-51: “FTC Economic Report on Antibiotics Manufacture’; 1952-61: American Druggist 
Blue Book for years indicated. 


35621—61—pt. 24—_5 
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Senator Keravuver. This shows that you made some price reductions 
as you stated, Parke, Davis made some with Chloromycetin, and 
Pfizer made two on Terramycin, until they all reached $5.10 for 16 
250 milligram tablets. 

Following, as exhibit 15, we will place a table in the record which 
shows the price history of penicillin, streptomycin, and the broad 
spectrum antibiotics. 

(Exhibit No. 15 follows:) 


Antibiotic prices, broad’ versus narrow spectrum, 1951-60 


Penicillin Broad spec- 

(bulk), 10 {Streptomycin} trum ! price 

million (bulk), 10 to druggist, 

units grams 16 250-milli- 
gram capsules 





$3. 24 $ 
2. 70 
1.70 
1.70 


10 
10 
10 
10 
10 
10 
10 
10 
10 
10 


QU DOT EN OH OHO OTH 


1960 (June) 





1 Aureomycin, Chloromycetin, Terramycin from 1951; tetracycline introduced in 1953. 


Source of data: 
Bulk prices of streptomycin: open market quotations, June figure, Oil, Paint & Drug Reporter. 
Bulk prices of penicillin: 1951-55, Lilly prices compiled by FTC; 1956-60, open market quotations, 
June figure, Oil, Paint & Drug Reporter. 
Broad spectrum: American Druggist Blue Book. 


Senator Keravuver. Then following that, exhibit 16 will be a table 
which shows the price history of tetracycline, which apparently came 
onto the market in 1954, and which has always been $5.10 for sixteen 
250-milligram tablets. 

(Exhibit No. 16 follows:) 


Price history of tetracycline—Price to druggist, 250-milligram tablets, 16’s 


Achromycin Poly- Steclin Tetracyn | Panmycin 
(American cycline (Squibb) (Pfizer) (Upjohn) 
Cyanamid) (Bristol) 





$5. 10 
5.10 . $5. 10 
5.10 5. 10 5.10 
5.10 \e 5.10 
5.10 5. 5.10 
5.10 5. 5.10 
5.10 . 5.10 





1“Tetracyn” is listed and Roerig is given as the manufacturer; however, there are no further details such 
as size of tablet or package, or price. 


Source: American Druggist Blue Book for years indicated. 


Senator Keravuver. The natural question is how do all of you get 
exactly the same price, Dr. Malcolm ? 

Dr. Matcotm. Pardon me, sir? 

Senator Keravuver. I say the natural question is how do you, Parke, 
Davis, and Pfizer get exactly the same price and stay at the same price, 
$5.10 for 16 250-milligram tablets, no matter how many a person buys? 
If he buys 50 or 1,000, you all get the same price all the way through. 
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How do you get together on price, exactly the same on different prod- 
ucts, and keep it exactly the same over a period of 10 years? 

Dr. Maucotm. Mr. Chairman, we don’t get together. That is illegal. 

Senator Kerauver. Whether you get together or not, your prices 
get together. 

Dr. Matcoitm. I can’t explain Parke, Davis’ price of $5.10 nor can 
I explain Pfizer’s price of $5.10, but I can explain ours. We felt that 
the price was fair and reasonable. We felt that it was within the 
framework of the plan that we had set up for ourselves in order to con- 
tinue our research and development work for the immediate and for 
the future. It gave us a return that was in keeping with our formula 
that we set up for the conduct of this business. I also would like to 
point out again that in offering two better products in view of the rising 
cost of labor, equipment, and so forth, introducing these two better 
products at the same price we have made a considerable price reduction. 

Senator Keravver. I see four or five companies making different 
products, with different labor costs and different territories, some of 
the products being more expensive to make than others, yet you all 
wind up, regardless, having the same price over a period of 10 years. 

Dr. Matcotm. Mr. Chairman, we have a statement, a brief one, that 
Mr. Duncan would like to read to you. 

Senator Krrauver. You indicated a few minutes ago that while 
companies may all use the fermentation process, you told Dr. Blair, 
when you took exception to what he said, that there were different 
methods of manufacture of these products. 

Dr. Matcotm. Oh, yes. 

Senator Krrauver. Also when tetracycline came along, that was 
more expensive to manufacture than Aureomycin. Yet, you have 
Aureomycin at the same price that you have tetracycline. 

Dr. Matcotm. When they were first put on the market, they were 
considered interchangeable from a therapeutic standpoint, and drugs 
that are considered to be interchangeable ordinarily go for the same 
price. 

But Mr. Duncan has a prepared statement here that he would like 
to read to you that is very, very short, which deals with this matter 
of price identity. 

Senator Keravver. I would rather ask you a question or two. 

When you had Aureomycin, which you pioneered and maintained 
at $5.10, you emphasized how you were losing your market on Aureo- 
mycin when tetracycline came along. 

I would think that a competitive company would lower its price 
on its original product, which you had established so well, which you 
can make more cheaply, and try to keep your market in that product. 
Why didn’t you do that? 

Dr. Matcotm. When we introduced tetracycline, as I said, we con- 
sidered it to be a superior product to Aureomycin. Now, if we had 
introduced the tetracycline—or had reduced the price of Aureomycin, 
it, in my judgment, would have interfered and delayed the acceptance 
of the better product. 

Now, we have to keep in mind in matters such as these that 
the total market is limited because the incidence of disease is limited. 

Senator Kerauver. You filed a chart here—— 

Dr. Matcotm. Yes. 
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Senator Kerauver. In which Aureomycin went down from —— 
Dr. Matcoitm. That is true. 
Senator Kerauver. From almost $60 million in sales to about $17 

million. 

Dr. Matcotm. And your question is? 

Senator Kerauver. You make that more cheaply, you say, than you 
do tetracycline? 

Dr. Matcotm. That is correct. 

Senator Kerrauver. Then Aureomycin was your pet monopoly. 
Why didn’t you reduce your price and try to keep your sales? 

Dr. Matcotm. I told you, Mr. Chairman, that tetracycline costs 
more more to manufacture than Aureomycin, and, again, we have to 
keep in mind that we are looking at the overall profit of the Lederle 
Division, in that we have a great many products. 

Some of these products lose money; some of the products break 
even; and we are dependent upon the leading products, the major 
products; and, of course, Aureomycin still is an important product 
to maintain our 12 to 15 percent average income. 

As I have said, although a higher tetracycline price would have 
been justified, we put it out at the same price rather than reduce the 
price of Aureomycin to get a quicker acceptance of the market. 

Senator Krerauver. You said in your statement—and we will go 
into that in more detail—that you aim to make a profit of 12 to 15 
percent net on sales after taxes, after research and everything else, 
which, incidentally, is three times the average of what all manufac- 
turers make. 

In 1951, 1952, and earlier, you weren’t making that much. 

You said in your statement that in the last few years you had made 
_ than 15 percent net after taxes, after research, and everything 
else. 

When you get above this 15 percent, why don’t you reduce your 
prices? 

Dr. Matcotm. Well, could Mr. Duncan answer that question for 

you? 

Senator Kerauver. You are the president of the company. I would 
rather you answer it. 

Dr. Matcotm. I will be very happy to. 

Of course, you recognize that American Cyanamid Co. is made up 
of a number of divisions, but I shall answer the questions insofar as 
my knowledge permits. 

To begin with, budgeting is not an exact science. If we establish 
a budget within certain limitations it may be real or it may be unreal. 

So when we set this 12- to 15-percent goal, we have to take the 
long-range view and keep that in mind. Now, a slight change in a 
competitive product, price or product, can mean a big change in the 
Lederle profit. 

For instance, in 1950, we had a drop of from 19 percent to 11 per- 
cent, 1950 to 1952. 

Now, we have anticipated a price reduction in the broad spectrums, 
and the recent cut of 15 percent will, of course, reduce our profit. 

So, immediately, you have the observation that you certainly will, 
I imagine, be within your 15-percent goal. Now, let’s assume that 
we had made a reduction. The amount reflected in the cost per cap- 
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sule per patient, I am told, would be in the neighborhood of 3 cents 
per capsule. 

And, again, let’s keep in mind that we are dealing with curative 
drugs. 

Senator Kerauver. Just one second. 

This is a $400 million a year business at the manufacturers’ level, on 
sales to the druggists. It is not quite twice that much when it gets to 
the retailer. 

We want to talk a little later on about your 15-percent reduction, 
that is, when the consumer gets it. 

As I figure it, your 15-percent reduction should mean about $60 
million in lower prices. That is a great saving to the consumer, if 
it is passed on. 

Dr. Matcotm. Yes; that isan important saving. 

Senator Kerauver. The question is, whether you make 10 percent 
after taxes or 15 percent—I don’t know what you made in the last 
year or two—whether these other companies make 8, 10, 12, 15, or 18 
percent, you all end up with the same price over a long period of time. 
No matter how you produce it, whether in capsules, oral, syrup, in- 
jection, intramuscular, you have the same dosage price for all of the 
companies. 

We will make this chart exhibit 17. 

(Exhibit No. 17 follows :) 


Identity of prices to druggists—Tetracycline, Aureomycin, and Terramycin 


Tetracycline 
Cyana- 
mid 
Bristol ee Aureo- 
Pfizer Poly- Squibb ‘an- mycin 
Tetracyn| cycline | Steclin mycin 


| 


Capsules: 
$3. 61 $3. 61 
13.77 13.77 
5. 5.10 5. 
250 mg. 100’s. b 30. 60 
Intramuscular: 100 mg. vial_-.-.- 94 
Intravenous: 


#851s 


1. 62 
L 2.91 
Ped. drops: 100 mg./cc. 10 cc... ® 1.47 
Oral susp.: 250 mg./5 cc. 1 oz... ‘ 2. 55 
Syrup: 
125 mg./5 cc. 2 02 : 2.55 . f ; 3 
125 mg./5 ec. 16 oz . 36 18. 36 18. 36 18. 3 


SPP NeNr 
ARO 
S388 


Se 


Source: FTC “Proposed Findings of Fact and Conclusions of Fact and Law,’’ No. 71, p. 375. 


Table 17 shows the prices of all the companies, regardless of the 
size of the order, regardless of the way you use it—capsules, drops, 
sirup, intravenous—you all have exactly the same prices, and you 
all suggest the same price for the drugstore to sell to the consumer. 

How do you get together? How do you work that out, Dr. 
Malcolm ? 

Dr. Matcotm. Mr. Chairman, Mr. Duncan is the general manager 
of the Lederle Laboratories Division. Would you kindly permit him 
to read this statement that he has, which I think will save a great 
deal of time? 
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Senator Keravuver. Yes, sir. First we will put in the record table 
18, which shows the suggested prices of all the companies to 
consumers. 

(Exhibit No. 18 follows:) 


Identity of suggested resale prices to consumers, Tetracycline, Aureomycin, and 
Terramycin 


Tetracycline 
Cynamid Pfizer 
Aureo- Terra- 
Pfizer Bristol Squibb | Upjohn! mycin mycin 
Tetracyn = Steclin | Panmycin 


Capsules: 
100 mg. 25’s__....... i $6. 02 
100 mg. 100’s_. ‘ ; 22.95 
250 mg. 16’s_.. f 4 8. 50 
250 mg. i 51.00 
Intramuscular: 100 mg. 
WU pas Accatnadeccncas ; x 3 1. 57 
Intravenous: 
250 mg. vial ‘ i : 2.70 
500 mg. vial i : 4.85 
Ped. drops: 100 mg./ce. 
2.45 


Oral susp.: 250 mg./5 
hf See > b 5 4.25 
Sirup: 
125 mg./5 ce. 202... . i 4.23 4.25 
125 mg./5 cc. 16 oz... 


1 Subsequent to Jan. 2, 1956. 
Source: FTC, “Proposed Findings of Fact and Conclusions of Fact and Law,” No. 70, p. 372. 


Senator Keravuver. For instance, on capsules of 250 milligrams, 16 
tablets, the suggested price to the consumer is $8.50 regardless of 
what kind of dosage it is, and regardless of the size of the purchase. 

Dr. Matcotm. Mr. Chairman, may I reiterate for the last six 
years 

Senator Kerauver. Mr. Duncan, you have a statement there. But 
will you tell us, with one product costing more to make than another, 
with your profits being different than that of other companies, with 
your profits varying from year to year, you are losing sales on 
Aureomycin, with your identical recommendations for suggested re- 
sale prices to consumers, how do all of the companies come out with 
exactly the same price? Is that what your statement is about? 

Mr. Duncan. Yes, it is, Senator. It is directly on that point. 

Senator Kerauver. Let’s hear it. 

Mr. Duncan. All right. 

We contend that that is the best evidence there is of the keenest 
kind of competition. It is typical. Ride down any road and check 
the prices of gasoline at the various filling stations. You will find 
they are the same because if you have a higher price, you just don’t 
sell any gasoline. 

Senator Dirksen. Before you read that statement, Mr. Duncan, 
what is your position with the company ? 

Mr. Duncan. I am the general manager of Lederle Laboratories 
Division. 

Senator Dirxsen. And how long have you been in that position? 

Mr. Duncan. Since 1955, 5 years. 
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Senator Dirksen. And what was your prior experience in the 
field ? 

Mr. Duncan. What prior experience had I had? 

Senator Dirksen. Yes. 

Mr. Duncan. Well, I was head of the Organic Chemicals Division 
and before that the Petro Chemical Division, assistant to the presi- 
dent for 3 years. 

Senator Dirxsen. So you have been with Cyanamid how long? 

Mr. Duncan. Since the war, since 1945. 

Senator Dirksen. Fine. 

Now, suppose in a good, loud, clear voice you read that statement, 
and when you get to ‘the point in the statement about the economist 
named Whitney, read that in a particularly clear voice. We have 
had him around here before. 

Mr. Duncan. With my typical Illinois accent, Senator? 

Senator Dirksen. That is right. 

Mr. Duncan. The prices of broad spectrums since October 1951 
reflect the level to which they declined as the result of keen competi- 
tion. 

Senator Keravuver. Just a minute, Mr. Duncan. Do you have 
copies of your statement ? 

Mr. Duncan. Yes; we do have. 

The prices of broad spectrums since October, 1959 

Senator Dirksen. Wait until we get copies. I want them to hear. 

Senator Krerauver. We are going to let you read this, but every 
time we get a statement from you, it gets longer and longer. We will 
have to call a halt somewhere. 

Mr. Duncan. Senator, we will. The reason we had these two par- 
ticular statements, in all the other hearings these points have come up. 
To use your words and not mine, you talk about rigidity and identity 
of prices, so, therefore, we tried to prepare a statement of the facts 
and of our position. 

Senator Krravuver. All right, then, go ahead. 

Senator Dirksen. You must have been reading the subcommittee’s 
automobile report. 

Senator Kerauver. He must have been reading Roger Blough. 

Mr. Duncan. Yes, sir; I did. 

The prices of broad spectrums since October 1951 reflect the level 
to which they declined as a result of keen competition between the 
manufacturers involved. After four reductions from 1948 to 1951, 
the published price dropped to one-third of the initial price of Aureo- 
mycin. Lederle had to stop somewhere. The price had declined to 
a point where it was well within the reach even of the needy. 

In the face of rising costs Lederle saw no point in cutting the price 
further, except to meet competition, and this did involve lower prices 
subsequently to certain classifications, such as Federal and city, 
county, and State institutions and private hospitals. Recently, we 
reduced broad spectrum priced by 15 percent to retailers in order to 
meet similar reductions made by certain competitors. 

I have nothing to do with other companies’ prices. Hence I do not 
know their reasons for charging the same price as Lederle. But ina 
product as competitive as the broad spectrums, I am sure that if they 
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charged more than Lederle we would take away business from them, 
and vice versa. That is why Lederle reduced its prices immediately 
to meet lower competitive prices and competitors likewise met ours 
overnight. 

Where there is vigorous competition between articles performing the 
same function, it is not unusual to find identical prices. This has 
been recognized by leading economists, including Dr. Simon N. Whit- 
ney, the chief economist of the FTC, who summed up the reasoning 
that leads to price uniformity amongst vigorous competitors in his 
two volume work on antitrust policies at volume 2, page 417, when 


he said: 


Sheer self-interest of each seller acting independently can create price uni- 
formity since each knows that if he charges more than the others his sales will 


drop toward zero and if he charges less than his rivals they will be forced to 
meet his price. 


Uniformity will be restored but at a less profitable level for all. 
This is why the prices of many competing drugs, just like the prices 
of gasoline at the local filling stations, are identical. 

There are many examples in the drug field, such as ascorbic acid, 
cholera vaccine, diphtheria tetanus toxoids, injectable liver solutions, 
tetanus antitoxin, and thiamine — Lederle first reduced 
aureomycin—16 capsules, 250 milligrams each—from $15 to $10 on 
February 1, 1949. Then, when it reduced the price from $10 to $8 
net trade on February 1, 1950, Parke-Davis met this competition 
immediately by reducing its price on chloromycetin to the same 
amount. Then Parke, Davis, as I recall it, reduced chloromycetin 
25 percent effective May 1, 1950, which we met at once, and when 
Pfizer reduced its price of terramycin by another 15 percent to $5.10 on 
September 27, 1951, it was met at once by both Parke-Davis and our- 
selves. It was obvious to me that any further price reduction on 
aureomycin or on tetracycline, after we introduced it, would be met 
by our competitors. This was borne out recently when some of our 
competitors made further reductions in the price of broad spectrum 
prices by 15 percent to our retail trade in order to meet this com- 

etition. 
, You must always bear in mind that frequently published prices do 
not represent the actual price received by Lederle from customers. 
Our actual prices on antibiotics to the Federal Government, and to 
CCS institutions, have been considerably below our published prices. 
We have, more frequently than not, engaged in steady competition for 
the business of private hospitals by including substantial amounts of 
“free goods,” some competitors furnishing as much as 100 percent, or 
one bottle free for one, to get the business. Competition for the city, 
county, and State business, on the other hand, has not only taken the 
form of direct price cuts, but use of “free goods” by some companies, 
and subsidization of local wholesalers or retailers, through additional 
cash discounts in the form of handling allowances or free goods, or 
both, which has enabled them to bid lower prices than competitors. 

Senator Kerauver. Mr. Duncan, I may point out that the history of 
the price reduction is contained in the tables that we have put in the 
record, which coincides with what you have said. Also, it seemed to 
me that with counties, States, and the Federal Government getting 
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free supplies or lower prices, and so forth—which you say sometimes 
comes about due to competitive bidding—I would think that the first 
consideration ought to be to the individual patient. But we will get 
back to that. 

Senator Dirksen. Let’s not let the record stand on that statement. 
Why, the first consideration in city, county, and State institutions 
and hospitals is the patient, and in the case of some of them, they 
have a hard enough time as it is. I can readily understand that when 
you compete for that business, you give them some concession. The 
patient certainly is going to get the benefit. They are certainly not 
going to feed it to the cooks and nurses, I am sure. 

Senator Kerauver. Senator Dirksen, the little fellow who is trying 
to buy antibiotics on a doctor’s prescription ought to receive just as 
much consideration on better prices, it seems to me, as do large Govern- 
ment agencies. People should have the benefit of any recent price 
reductions that you have been setting. 

Senator Dirksen. The first business, of course, is to stay in business, 
is it not? 

Dr. Matcoim. That is right. 

Senator Dirksen. I thought it was. 

Mr. Dixon. Mr. Chairman, before you go to the next table, in your 
statement in the first paragraph, Mr. Duncan, you said, when you 
were tracing the price reduction down to 1951: 

The price had declined to a point where it was well within the reach even 
of the needy. 

I recall the statement by Dr. Malcolm, in tracing how quickly 
people get well today as compared to yesterday, that usually when 
this drug was prescribed, it has been from $8.50 to $17. For anybody 
who has had this experience—and I do not think there is anybody 
in this room who has not had to have an antibiotic prescribed for 
himself, or a member of his family—do you think a cost of $17 to 
the average mother and father every time their child has a bad cold 
is down toa point where it can be reached even by the needy ? 

Mr. Duncan. First of all, as Dr. Malcolm has pointed out—I have 
raised a family of four children so I can speak with authority—you 
normally do not encounter resistant organisms. In my case, and I 
have had a number of cases, you have one course of antibiotics which 
is $8. Now I consider with all the other expenses that are involved 
in raising a family, $8 is not a particularly large sum to spend on 
something of this kind, and the typical oo is unless you are 
particularly unfortunate that you need antibiotics about once or twice 
in your entire lifetime. You are talking about—it is not as much as 
the cost of a pair of shoes, you know. 

Mr. Drxon. Mr. Duncan, I do not mean to dispute you. But I have 
two children; one is 10 and the other 13. They have on the average 
of two or three colds a year, and every time they have a bad cold, they 
get a prescription for antibiotics, and it is always refilled. I think 
I am not much different from the average person; my children are 
pretty healthy. We receive thousands of letters that do not agree 
with what you say. 

Mr. Duncan. Normally, you find that these antibiotics are given 
for more serious infections than the common cold, and that when the 








13672 ADMINISTERED PRICES 





infection, the pneumonias, the respiratory ailments, and so forth— 
they are not normally given for the kind of things that is recurring or 
for chronic illnesses. They are entirely different from the steroids. 
They are not palliatives. They are really curative drugs that put you 
back on your feet and back to work in fairly short order. 

Mr. Dixon. Mr. Duncan, you are not saying that doctors are pre- 
scribing these drugs willy-nilly, are you? 

Mr. Duncan. No, I hope not. 

Mr. Drxon. I see a gentleman shaking his head back there. Will 
you identify yourself? 

Dr. Matcotm. That is Dr. Perrin H. Long. 

Dr. Carey. Mr. Chairman, may I say something? 

Senator Keravuver. Dr. Long, do you think doctors are prescribing 
these drugs, willy-nilly ? 

Mr. Maucotm. Mr. Chairman, Dr. Long had a cancer operation 
about a year ago and he had his larynx removed, and so he will be 
very happy to answer the questions by writing and we can give them 
to you. 

Dr. Lone. I will say without question that doctors are prescribing 
these antibiotics for medication for which they are of no use, and 
the common cold is one. 

Senator Keravuver. If I understand what you said, they are pre- 
scribing just for common colds? 

Dr. Matcotm. No. 

Dr. Lone. No, they should not be prescribed for colds. 

Senator Krerauver. You say, they should not be prescribed for 
colds, but did you nod your head in agreement when I said that doc- 
tors are prescribing them willy-nilly ? 

Dr. Lone. Yes, I did say that. 

Senator Kerauver. You did say that? All right. 

Senator Carroll is anxious to ask a question. 

Senator Carrott. Mr. Chairman, if I understand the statement 
made by Mr. Duncan, I want to commend him. In his second para- 
graph, in which he says: 

In the face of rising costs, Lederle saw no point in cutting the price further, 
except to meet competition— 
if I understand the effect of that statement, there is no price competi- 
tion, according to the charts on these drugs; there is no price competi- 
tion among these big companies. 

Mr. Duncan. Senator, there really is. For example, when we 
brought out tetracycline, I think the point we want to make is that you 
produce a better product at the same price, and that is real competi- 
tion. If you were offering 1949 Fords and I brought out a 1953 model 
with a 50-percent increase in horsepower at the same price, we were 
competing dealers, I am sure you would agree there is the most effec- 
tive kind of price competition. 

Senator Carrott. You would say there is a quality competition ? 

Mr. Duncan. Yes, which I would call a price competition in 
reverse. 

Senator Carrott. But as I understand your statement, in this 
period from 1948 to 1951 there was some price competition, and there 
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was a reduction in price. Although there may have been an improve- 
ment in the therapeutic value of the drug, there was a reduction in 
price and you met that price. 

Mr. Duncan. That is correct. 

Senator Carrott. And when you reduced it, these other firms met 
your price? 

Mr. Duncan. That is right. 

Senator Carrotz. And your conclusion was that after 1951, this was 
as far as you felt you could go in price reduction ? 

Mr. Duncan. That is right. 

Senator Carroiu. Is that your conclusion ? 

Mr. Duncan. We did not choose to initiate further price reductions. 

Senator Carroty. Yes. 

Mr. Duncan. We had to stand ready to meet any that our com- 
petitors made. 

Senator Carroti. But as Senator Kefauver points out, curiously 
enough and coincidentally, nobody else had any price reduction either 
in the period from 1951 to the present time. 

Mr. Duncan. I do not really think it is so curious. If you look at 
this particular period, you talk about rigidity being rather a bad thing 
and flexibility as being a fine thing, but the only flexibility that the 
prices of most other products have had has been upward. 

Senator Carrotu. I did not speak for rigidity. I said there was a 
coincidence. Now we will examine the nature of the coincidence. The 
price has been the same since 1951, has it not ? 

Mr. Duncan. Yes, but for different products. 

Senator Carroiu. Yes. 


Senator Keravuver. Senator Carroll, suppose we put in the record 
exhibit 19, which is the net profit after taxes as a percent of sales as 
reported by these companies, and then table 20, the stock prices and 
dividends of American Cyanamid. 

(Exhibits Nos. 19 and 20 follow :) 


Selected producers of antibiotics, net profits after tares as percent of sales, 
1948-59 


American _ All manu- | Drug manu- 
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1 Average for 3 quarters only; no prior data. 


Source of data: American Cyanamid Co. and Bristol Laboratories, Inc., data supplied by the companies 
August 1960; Eli Lilly & Co. and Chas. Pfizer & Co., Inc., Standard & Poor’s, Industry Surveys; all manu- 
facturing corporations and drug manufacturing corporations, Federal Trade Commission, and Securities 
and Exchange Commission, Quarterly Financial Reports for Manufacturing Corporations. 
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American Cyanamid Co.—Stock prices and dividends, 1949-Aug. 31, 1960 


Stock opened on New York Stock Exchange on Jan. 3, 1949, at 

88%4.2 261 shares could have been purchased for 
The stock was split 2 for 1 in 1952, and again 2 for 1 in 1957? 

ket value of 1,044 shares at closing price on Aug. 31, 1960, of 52%4*. 54, 549. 00 
Gain, 11 years and 8 months 5 


Dividends: ? 
1949 
1950 
1951 
1952 


1953 

1954 

1955 

1956 2. 

1957 1.50 
(0.85 1,044 shares) 

1958 1.6 

1959 

1960 


Total dividends, 11 years and 6 months__-_--__------_-_--- 14, 492. 02 


WO tN a $69, 041. 02 


1“Bank & Quotation Record,” William B. Dana Co., February 1949. 
2 Moody’s Industrial Manual, 1960, p. 2279, and Moody’s Industrials, p. 2506. 
8 Wall Street Journal, Sept. 1, 1960. 


Senator Kreravuver. I understood you wanted to ask Dr. Malcolm 
about this. 

Senator Carroty. Yes, I do, but I would like also to complete my 
questioning, if I may. I want to get this fixed in my mind in refer- 
ence to gasoline, and this is true in Denver, my area. One company 
increases the price of gasoline a cent and they all move up to it. This 
is what Senator Taft used to call upside down competition. Now, we 
have a situation here where I think there is pretty good competition, 
with this reduction in price from 1948 to 1951; you all met it, and then 
it stopped. There may have been compelling economic reasons for this. 
I oink you have tried to outline them. But you are fighting all the 
time for a share of the new prescription market, are you not ? 

Mr. Duncan. Yes, we are. 

Senator Carrott. And Lederle is certainly an old reputable firm. 
It has been in existence for many, many years, over a half a century. 
And part of your competition, is it not, is your method of promotion, 
getting to doctors the information about your drugs? 

Mr. Duncan. That is correct. 

Senator Carroti. About their therapeutic qualities ? 

Mr. Duncan. That is right. 

Senator Krerauver. Very well. Exhibit 19 shows net profits after 
taxes as a percent of sales. 

Senator Carroiu. This is what I want to get at. 

Senator Keravuver. As reported in 1959: Lederle, 17.7 percent; Bris- 
tol, 8.4 percent; Lilly, 13 percent; Pfizer, 9.8 percent; all manufactur- 
ing companies, 4.8 percent; drug manufacturing corporations, 10.3 
percent. 

In 1952, you though $5.10 for sixteen 250-milligram tablets was 
what you needed to get along, and as you have gone up from 11 percent 
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to 12 percent to 17.7 percent, you keep on making more money, so I 
can’t see why that shouldn’t bring about a price reduction. That 
is way above your target. : 

Senator Carrott. Mr. Chairman, that was the point I was leading 
up to. This is what I wanted to pursue a little bit after we found out 
that price competition had stopped. 

Your profits for Cyanamid in 1951 was 13.8 percent. Now you are 
down here in 1959 and your profit on drugs alone is 17.7 percent. 
Here you have had a 4-percent increase in profits from drugs alone. 
Do you think you can justify no price reduction in drugs, that you 
can still hold this line from 1948 on and have no price competition 
in view of your profit structure ? 

Mr. Duncan. Senator, you know in retrospect this looks like a 
steady increase in profits. You know if I could make decisions by 
hindsight they would be a great deal better. 

At the beginning of each year, you are confronted here with a whole 
different set of circumstances. You have, for example, a $14 million 
research program which you have to maintain. It takes about 10 
years to establish a research program, hire the people and establish 
your lines of research and really begin to do an effective job. You 
can’t possibly shut that program off. 

Senator Carrotu. But, Doctor, your research funds are spent for 
research and planning; that is a deductible item in your income tax, 
is it not? 

Mr. Duncan. Yes; it is. 

Senator Carrotu. Now, I am talking after taxes. 

Mr. Duncan. Yes. 

Senator Carrot,. You explained your research, your value of sales 
and your value of business running from 1951; your profit after taxes 
in 1951 was $18 million. I am talking about your drug operations, 
and I will come back to this point in a moment. Now, your profit on 
your drug operations from 1951 on has gone up to almost $37 million 
in drugs alone. I commend Lederle for what you have done in train- 
ing and in research. I think you have a magnificent organization. 
No doubt you have rendered a great public service both during the war 
and today. But it would seem to me—and there may be an explana- 
tion for this—this does not concern research because research is some- 
thing you can plan and you can take your deduction on income tax. 
Here you have almost a 100-percent increase in profits since 1951, and 
your price structure is the same. I invited your comment. 

Mr. Duncan. All right, let me explain it this way. You are abso- 
lutely correct. The current charges for research in any given year 
have been deducted before these profits are shown. That is correct. 

Senator Carroru. And this is true of your training program? 

Mr. Duncan. Yes. 

Senator Carroty. And this is true of your promotion program ? 

Mr. Duncan. That is correct. Now, however, what you have to— 
you see this is a competitive situation. If we were guaranteed by the 
Government a regular 10 percent return after taxes that we could count 
on year after year it would be a different proposition. We are con- 
fronted all the time with continuing finances for this program and 
to make it effective. As we showed you in charts before, Senator 
Carroll, we have showed you we have got to depend on the fact that 
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5 years from now two-thirds of our profits will have to come from 
products that aren’t now in existence. What I am saying is that while 
you may in any current year charge off the costs of research, if you 
are trying to plan ahead to keep this vast research program and re- 
search organization going, you have to have something in reserve and 
you cannot make any quick decisions or look at this over a short period 
oftime. It is true that we have in the last 2 or 3 years, that our profits 
have been—in 1959, 17.7 percent. But, Senator, I never am able to 
forecast that in advance. Itisonly when you assume that your volume 
of sales is going to be the same, you assume no competitor is going to 
bring out a new product that will take half your market. 

You feel that there will be the normal or estimate there will be the 
number of respiratory ailments. In retrospect, it looks firm and sound. 
In fact, you have every new year that comes up as a very uncertain 
period with rumors of a new product your competitor is about to bring 
out that might supplant the product you now have. 

So it is a very important and a major step to take the gamble that 
one has to take. 

Senator Carrott. Mr. Duncan, everybody knows Lederle. I sus- 

ect I have been buying your products for almost 50 years myself. We 
Senet that you are going to continue to expand. The population is in- 
creasing. There is a greater need for research as you have indicated, 
and this is a difficult field and it is changing all the time. For example, 
I read the other day that the British are making a great forward step 
in research in the field of antibiotics. I think it had to do with a new 
type of penicillin which they thought would be a greater miracle drug. 

Mr. Duncan. That is right. 

Senator Carrotu. But the point I want to make to you is that when 
you think of your normal expansion, of course you have to set aside 
money for research, and you have been doing it. I observed the state- 
ment of Dr. Malcolm that you have 21 million shares of stock outstand- 
ing. But as I look back to 1949, maybe back to 1942, you had only 
2 million shares. With your stock splits starting in 1949, you had 8 
million shares and you have had 2 stock splits since, and we had a little 
compilation here that if a man invested $10,000 in your stock, and you 
can use my statement—— 

Mr. Drxon. That is shown in exhibit 20. 

Senator Carrot. If he had invested that and held on to your stock, 
in the period up to date, that $10,000 would be worth today $54,000. 
In addition to that, he would get dividends of almost $15,000. For 
that $10,000 investment, he would get a total of $69,000. 

So profit is computed on more than just dividends, because I sus- 
pect, if you have been following the practice of all other corporations, 
you put out some in dividends and you plow some back in, and this is 
not bad in itself. But when we take a look at the stock appreciation, 
you have grown by leaps and bounds in a period of 10 years and you 
are going to grow more. 

The point I really want to make—and this is what this committee has 
jurisdiction over—is the question of this price rigidity, and the mount- 
ing profits and the continued growth, as I hope it will grow and believe 
it will grow. The question is, when we think in terms of 17.7 percent 
profit, this is much higher than the great industrial corporations of 
this Nation. 
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I am not telling you how to run your business but some of us feel 
that these profits are excessive. 

You could make a wonderful argument about the great research you 
are doing in pneumonia, for example, and in the field of antibiotics. 

Of course, it has helped the public, you see, but the point is this: 
These profits are coming after all this research and all the costs. That 
is about all I have to say. : 

If you want to take issue with me about this stock appreciation, if 
you think I am wrong, please do so. 

Senator Kreravuver. Why do you feel you have to make so much 
money when you are way above even your high goal, gentlemen ? 

Dr. Matcotm. Mr. Chairman, if I—— 

Senator Kerauver. The important point is that you are selling 
necessities of life to a captive market, to people who need medicine. 

I do not know whether you are familiar with this or not, Dr. Mal- 
colm, but I have here a list of the 500 largest companies, from Fortune, 
August 1960. If you break Lederle out of the overall American 
Cyanamid Co. you would be the sixth highest in terms of profit on 
sales of the 500 largest American companies. 

So why do you have to make so much money ? 

Maybe it would be a good thing if you reduced your prices and 
others would follow you. 

Dr. Matcotm. We question your statement, with all respect, Mr. 
Chairman. I have a list in front of me that was given me of 30 
manufacturing corporations with highest net profit to sales ratio in 
1958, headed by the list of Giant Portland, Northeast Capital, Allen- 
town Portland, Keystone Portland, Missouri Portland, c. D. Searle, 
Northwest Engineering, General Engineering, and so forth. 

Senator Kerauver. I am talking about the 500 largest companies 
from Fortune. Taking the 500 largest from Fortune—— 

Dr. Matcotm. They were taken from the same issue, Mr. Chair- 
man. 

Senator Kreravuver. If you break Lederle out of the parent company 
on percentage of profit on sales, and we want to ask you later on why 
you did not furnish us the percentage of profit on net worth at Lederle, 
here would be the rank. 

Senator Carroti. Mr. Chairman, I think that is a very, very good 
question, because we have some information, if the chairman will yield 
to _ a question here—— 

Senator Kerauver. Let me get the percentage here. 

Amarada Petroleum would be first with 23.5 percent of sales after 
taxes, 

Du Pont is second, 19.8 percent. 

Lone Star Cement would be 19.3 percent after taxes. 

Ideal would be 18.9 percent after taxes. 

Smith Kline & French, whom we have heard about before, would 
be 18.5 percent after taxes. 

And then the Lederle operation would be next, 17.7 percent. That 
would be sixth. 

Next would be Libbey-Owens-Ford Glass, 17.5 percent. 

Then we go on down to Standard Oil of California. 

Next is Parke, Davis, 13.2 percent. 
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The fact is, among the first 25, I see 6 other pharmaceutical manu- 
facturing companies, and yours would be the seventh among the 25. 

Why do you have to make so much money ? 

Dr. Matcoum. Well, Mr. Chairman, these profits, as measured in 
the last several years, yes, they are higher than in stable industries. 

But the very nature of the business itself, the risk nature of the bus- 
iness and the obsolescence that is attendant thereto, makes it essential 
in your forecasting and in your planning to have a high rate of 
return. 

I mentioned earlier that different companies, different pharmaceu- 
tical companies, have different major interests. We were most for- 
tunate in Lederle in that we were successful in our major undertaking 
to have replacement products. 

If we had not had a replacement product for aureomycin, our 
earnings would have dropped to the point where we no longer could 
have supported our established research program. 

Now, I predicted, we have predicted that Declomycin will replace, 
we think, Tetracycline. Again, if we had not invented Declomycin 
we would have been in very serious difficulties. 

We are speaking in terms of the antibiotic market, and the ability 
. people to pay the price of these very highly important curative 

rugs. 

Sean Keravver. Dr. Malcolm, I grant that you have to make 
your plans and there is obsolescence, but looking at your report to 
us over the period of 1948 through 1957, only 1 year have you been 
under 10 percent. The average is 13.6 percent. 

Dr. Marcortm. I think we have averaged in the neighborhood of 
14 percent, have we not, Mr. Chairman ? 

Mr. Cuumeris. 13.6 over a 12-year period. 

Dr. Matcotm. Pardon me. 

Mr. Cuumerts. 13.6 over a 12-year period. 

Dr. Matcotm. I consider that to be reasonable and fair in the light 
of the nature of the business. 

Senator Kerauver. You mean three times the average of all manu- 
facturing corporations? They have risks, too. 

Dr. Matcotm. Well, as I said, I think that we are comparing apples 
with peaches. There are different kinds of businesses. Now, we men- 
tioned earlier this morning in the statement that the drug industry 
is highly important to the national welfare in terms of a national 
emergency. 

I am quite certain that none of us want to see the industry placed 
in such a position that they can’t afford to carry on these highly 
essential research and development projects. 

If you get your profits down too low, lightning can strike and 
wipe out your entire research program. That is why we have to con- 
stantly review these. 

Senator Dirksen. Dr. Malcolm, where do you get funds for capital ? 

Dr. Matcotm. Pardon me? 

Senator Dirksen. Where do you get your funds for capital 
expansion ? 

Dr. Matcotm. Well, the funds come from two sources. We plow 
back some of the earnings. Ordinarily, we pay out 65 percent of the 
earnings to the stockholders and use the remainder for increased 
capitalization. 
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But, of course, a company with our growth, a great deal of the 
funds have had to be borrowed capital, in order to carry it on. 

onan Dirksen. Do you plow back any of the net for that pur- 

ose ? 
. Dr. Matcotm. We plow back about 35 percent of it; yes, sir. 

Senator Dirxsen. I noticed in your statement you said your capi- 
tal expenditures for 1960 would be roughly about $14 million. 

Dr. Matcotm. That is correct, sir. 

Senator Dirksen. And what was it generally in other years? 

Dr. Matcotm. In other years? 

Senator Dirksen. Yes. 

Dr. Maucotm. It wasn’t so heavy as that. I can say generally it 
was far less, because now, of course, we are expanding our business, 
not only domestically but internationally as well. 

Senator Dirksen. But if you had a soft market and you could not 
obtain capital funds, then what about your programs and what about 
your expansion ? 

Dr. Matcotm. It is sunk. 

Senator Dirksen. Now, the question was raised a moment ago 
about stock splits. 

Mr. Duncan, don’t let that disturb you very much. You see, if 
you had invested a little money in Franklin Life or Government Em- 
ployees Insurance Co., or a lot of others, some of those would have 
made your splits look like that of a piker. Even American Motors 
split not so long ago. They split 3 to 1, as I recall. So that is not 
a strange situation. 

But, as the chairman said, why do you insist on making so much 
money? You see, I think that gives you a clue as to part of the design 
here. Maybe somebody has in mind profit control in certain indus- 
tries. When you have that, then, of course, the free nature of the 
American system goes out of the window. 

Senator Kerauver. Since you have suggested that somebody might 
have the idea of profit control or price control, let me say that if 
you are referring to the chairman of this committee, you have done 
so erroneously, because I have always insisted that that is what we do 
not want and that I would be against it. 

But I think the best way to prevent price control and profit con- 
trol efforts is to have some real competition, and to get the prices 
down when you start to make tremendous profits like you have been 
making in these last few years and pass some of it on to the consumer 
in lower prices. 

Then you would do away with a great deal of agitation that you 
may hear, which does not come from me, but I saw a poll taken some- 
time back by a reputable polling organization and published in the 
Washington Evening Star in which 70 percent of the people polled 
were in favor of some kind of price control over drugs. 

Well, I am not. I am pleading for price competition, for lower 
prices. 

I think you have a great public duty to perform in getting these 
prices down, particularly when your profits have been going up so 
enormously and so very rapidly. 

35621—61—pt. 24 —-6 
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Senator Dirksen. When the chairman observed we are not trying 
to tell you how to run your business, I don’t know what we are doing 
here if we are not trying to tell you how to run your business. 

Senator Keravver. I will tell these gentlemen anything that will 
induce them to lower prices, and I would be very happy if they would 
follow my advice. 

Senator Carrot. If the chairman will yield, we had executives of 
the automotive industry testify here a few years ago. They came in 
with their large staffs. I remember General Motors was here. We 
probed them a little bit about the control of the market and their 
price setting, and in 2 years’ time they have changed their whole sys- 
tem. They are manufacturing small cars and getting back into the 
competitive field. 

Mr. Romney, of American Motors, made a brilliant speech here. As 
a matter of fact, the chairman, the Senator from Tennessee, suggested 
Mr. Romney ought to run for the Senate, and there was some talk 
that he might, but we were afraid he would run on the wrong ticket, 
so we discouraged him. But this is the point: there is not going to be 
profit-control legislation at all in the Senate or the House. 

I think it is very revealing, this question of price rigidity, with 
mounting profits for the years 1959 and 1960. 

This is the function of the Congress to look into this, and I think 
your explanations—Mr. Duncan nodded his head once or twice when 
I talked about internal financing. You have had such a system in the 
past, have you not, Mr. Duncan? May I have your comment for the 
record ? 

Mr. Duncan. I am not sure, sir, that I understand your question. 

Senator Carroiu. In your net profit after taxes, some goes out in 
dividends and some is plowed back into the company. You call that 
internal financing for expansion ? 

Mr. Duncan. Yes. 

Senator Carron. You do that? 

Mr. Duncan. Yes; we do. 

Senator Carrotu. Of the 21 million shares that are now on the 
market, you had about 8 million shares, I think, in 1951. How much 
stock has been put on the market for sale? Do you have any idea 
offhand ? 

Dr. Matcotm. I don’t recall, Senator. 

Senator Carroitz. I observe here, we have some statements, and 
these may be corrected for the record—have you had any preferred 
shares as part of your internal financing? 

We observe out of 21 million shares since 1951—TI will be happy to 
change the record or permit you to change it if this is not so—I can 
see in this whole 10-year period perhaps less than 1 million shares, 
and most of that is going into common preferred, which is convertible 
at 2 to 1 in most cases. So there has been very little financing by put- 
ting shares on the market. 

Mr. Duncan. I believe—I am not an expert on this—but doesn’t 
the record show some senior securities of debentures or long-term 
bank loans? 

I am sure we have not financed the enormous expansion that has 
taken place in our business by merely retaining our earnings. 
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Even in the case of Lederle, with the earnings which you have seen 
here, we still have had to draw on our corporate finances after we 
paid our share of the dividends. 

We still had to draw to some extent on our central corporate finances 
to finance our own Lederle operations. The thing that concerns me, 
going back to the question you asked a while ago, the thing that con- 
cerns us, perhaps faced with these hazards all the time I tend to run 
scared, but I am so afraid of drawing conclusions at any time on 
past history. 

T am sure in 1929, if you and I had discussed the matter, we would 
have both agreed that there were no more hazards in the stock markets, 
and yet, subsequently, subsequent events certainly did not justify that. 

I am so concerned here. You see, we have been through a period, 
the whole of American industry has, and the pharmaceutical industry 
in particular; things have come rather easily for us. 

We are in the early stages here of a medical revolution. We have 
had products in a great many new fields. Those products which have 
been discovered and developed here for the American market, we 
have had a lot of markets overseas which were fairly easy, because 
we were offering these products in the mental health field, in the 
antibiotic field, for the first time. 

Now, what we are finding, as Dr. Malcolm has said, and all Ameri- 
can industry is faced with this, we are getting the most intense kind 
of competition overseas. 

In order to hold these markets—and this represents nearly a third 
of our business—in order to attempt to hold these markets, we are 
now compelled to put in capital that we had not put in before to 
manufacture in foreign countries so that we are bound to have here, 
without any doubt, unless there is some revolution in our business, 
there is bound to be an attrition in these profits because we have been 
going through what should amount to a boom period. 

And we are hitting competition we have not seen before, and I am 
convinced that while we are only in the early stages of a medical 
revolution, I also am convinced that it is going to take much longer 
and be much more expensive to develop new products in the future 
than it has in the past. 

Senator Carrott. Mr. Duncan, the 17.7 percent profit after taxes 
is based on the volume of sales, isn’t it? 

Mr. Duncan. Yes, sir. 

Senator Carrott. What would be the percentage if it were based 
on net worth? 

Mr. Duncan. That, I can’t answer exactly. We had a query from 
the Senator for a net worth figure, and while I once upon a time was 
a bookkeeper, I have not been connected with that end of our business. 

We talk to our accountants and our outside auditors, and they 
simply tell us that it is hard to develop any kind of a meaningful 
figure of net worth for an operating division of a company, because 
we just don’t keep our records that way. 

Senator Carrotu. It would seem to me that some of you people 
who have been with Lederle a long time, could give us some idea about 
net worth. 

For example, I have a statement here that you can challenge if it 
is wrong, that in 1958 Lederle accounted for 26 percent of the total 
company sales, and about 70 percent of the net income. 
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Now, what, today, would be the percentage—for 1960? 
centage of the company sales, and the net income? 

Mr. Duncan. I should say about the same proportions. 

Senator Carrot. I observe here, just to see that I keep the record 
straight—and I ask permission, Mr. Chairman, that any statement 
made will be reviewed—you reexamine it and submit a statement so 
we will have the information for the record. I have no desire to dis- 
tort it in any way. 

The net profit after taxes—and this is for your worldwide drug 
operations—was $36,966,000; and the net income of Cyanamid was 
$52 million; so this indicates to me that the drug profit, if my figures 
are correct here, was 70 percent of the corporation’s total profit. 

Mr. Duncan. Is this the year 1958 you are talking about, sir? 

Senator Carrouu. This is the year 1959. 

Mr. Duncan. 1959. 

Senator Carroti. This would indicate, if these figures are correct, 
that 70 percent of the profit after taxes comes to Lederle from your 
worldwide drug operations. 


I don’t mean to interrupt. You go right ahead and respond, if you 
care to. 

Dr. Matcotm. Mr. Chairman, may I read a statement? It is about 
a page and a half, which bears on the subject that Senator Car- 
roll 

Senator Keravver. Can you answer Senator Carroll’s statement? 
This is important. 

Dr. Matcotm. I can do it. 

Senator Carrot. Is that one statement correct or not, just those 
figures that I have given you? 

First of all, I will simplify it. The consolidated net profit, after 
taxes, of American Cyanamid by worldwide drug operations in 1959 
was $39,966,000. 

Dr. Matcotm. I have no knowledge of where the figure came from. 

Senator Carrotzi. My information is that this came from Mr. Gross, 
who is the head of your legal department, in a letter dated August 
26, 1960. 

Mr. Duncan. I can’t verify those figures for 1959. The ones I 
thought we submitted were for 1958, and we did have a copy of that 
statement. Do you have that there ? 

Senator Carrotu. I would be very happy to send this over to you. 
This is addressed to the Honorable Estes Kefauver, chairman of the 
Subcommittee on Antitrust and Monopoly, dated August 26, 1960, in 
response to a letter written by the chairman on August 8, 1960. 

You have found it now? 

Mr. Martin. We have found it. 

Senator Carroti. My question is with reference to 1959, consoli- 
dated net profit after taxes. 

Mr. Duncan. Yes. 

Senator Carrotu. Is that correct ? 

Mr. Duncan. Yes. You are saying the total for the company was 


$52,200,000, and the total for our drug operations was $36,900,000 ; is 
that correct ? 


What per- 
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Senator Carrot. I am saying that the next figure—if this is cor- 
rect—is $52,284,000. Therefore, we can reach the conclusion, if the 
reentage figures are correct, that the net profit of the worldwide 
rug operations was 70 percent of total income after taxes of Cyana- 
mid. 

Mr. Duncan. Let me qualify that a little bit in this sense. 

Senator Carroty. Surely. 

Mr. Duncan. That it is partly the way the mney is organized, 
but this is not the human pharmaceutical business alone. 

This is, for example, the whole of our veterinary business, our veter- 
inary biologicals, for example. It is the whole of our animal nutri- 
tion business, where antibiotics are used by the ton in animal feeds. 

Senator Carrot. What percent exception, then, would you like to 
offer to soften that 70 percent / 

Mr. Duncan. You are speaking of the human pharmaceutical busi- 
ness alone? 

— CarrotL. Yes. We will ask you to submit that for the 
record. 

Dr. Matcotm. The best we can do is say it is substantial. We don’t 
have the figure broken down. 

Senator Carrott. What do you mean by “substantial”? Would 
you mean 5 percent? Would you mean 10 percent? 

Dr. Matcoutm. I couldn’t guess. 

Senator Kreravuver. Almost $40 million comes from Lederle; $52 
million is the consolidated figure for the overall American Cyanamid 
Co., so you can figure the percentages yourself. 

Senator Carro.u. I think they ought to be given the chance to sub- 
mit the figures. 

Senator Kerauver. Very well, you can submit the figure for the 
record. 

Dr. Matcotm. We will do so. 

Mr. Duncan. I would guess the figure is about $10 million less, if 
you are talking about the human pharmaceutical business. 

Senator Kerauver. Senator Carroll ? 

Senator Carrotu. I have one more question. 

It seemed to me, Mr. Chairman, back when you were examining—— 

Senator Kerauver. I don’t understand why it is that all other com- 
panies can break out their net worth and you apparently did it for 
Fortune in this listing here—— 

Dr. Matcotm. No, we did not. 

Senator Kerauver. Don’t you keep separately the net worth of your 
drug division, Lederle? It used to be a separate corporation. 

Mr. Duncan. We do not doit. When it was a separate subsidiary 


company, it had a proper balance sheet and therefore a proper net 
worth. 


I believe this is true of most corporations. 

I don’t believe that any of us are much concerned about trying to 
set aside a definite figure for net worth. 

For example, just to take a moment—— 

Senator Kerauver. I just want to say that other companies do it. 
They break out of their overall conglomerate business the net worth 
figure for their pharmaceutical business. 
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Mr. Duncan. Even when they are organized as merely an operating 
division, rather than as a subsidiary company ? 

Senator Keravuver. Of course, they do. We had it from American 
Home. We had it from quite a number of others. 

Mr. anne. Wyeth is a subsidiary company of American Home, 
is it not? 

Senator Kerauver. What I mean is that American Cyanamid is 
engaged in all kinds of chemical business, and you have this pharma- 
ceutical business. American Home is engaged in various and sundry 
other businesses, but they gave us a net worth figure on their drug 
business. 

I don’t see why you can’t keep up with what you have invested in 
your drug business, your net worth for Lederle. 

Mr. Duncan. Senator, from the operating standpoint, when we are 
concerned about putting new capital into our drug operations, we are 
naturally concerned with three things: What are the bricks and mortar 
in the way of building and equipment, how much additional accounts 
receivable, and how much additional inventory will be required to go 
into this new business operation. 

Senator Keravuver. If you don’t have your divisions broken down, 
how can you tell whether each one is carrying its own, whether the 
other divisions are making money or not? It looks from the figures 
here obviously that Lederle is carrying the load for the whole com- 
pany, for the other divisions. 

Senator Carroty. How can you give an accounting to the stock- 
holders might be a question, Mr. Chairman. 

Senator Kreravuver. Olin Mathieson is in 12 or 15 businesses. They 
have separate net worth calculations for their different divisions, so 
that they can report to their stockholders and see which divisions 
are making money and which ones are not. From the way you keep 
books, it looks like Lederle is carrying the main loan for the whole 
conglomerate Cyanamid setup. 

Dr. Matcotm. No, that isn’t so, Mr. Chairman. I have this short 
statement to which I referred before that I can read, I am certain, in 
a couple of minutes. 

May I doso? 

Senator Kreravver. All right, sir. 

Dr. Matcotm. Perhaps it will cast some light on the subject. 

Over the past 10 years we have earned $242 million from our drug 
operations. We paid out to stockholders some $150 million as Lederle’s 
proportionate share of dividends to Cyanamid stockholders—leaving 
us $92 million in retained earnings to plow back for future pharmaceu- 
tical growth. This is a dynamic industry; under our free enterprise 
system no business is static—we must move ahead—and I do not think 
any of us would want it otherwise. 

During the same 10-year period we put $75 million into our capital 
program for Lederle’s pharmaceutical plant, property, and equipment 
and added $24 million to its inventories and accounts receivable to 
support its growing volume of sales. 

Of this $99 million of additional capital required to conduct 
Lederle’s business, $92 million has been financed from retained earn- 
ings and the balance drown from other corporate resources. 
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Lederle’s capital requirements in the years ahead will continue to 
be heavy. During the current year, for example, we plan to spend 
more than $14 million, about one-half of which will be required to ex- 
pand the pharmaceutical facilities in the United States and the other 
$7 million to construct new plants or add to existing plants overseas. 
We have no assurance that our future earnings will be adequate to 
meet Lederle’s continuing demand for increases in its capital. 

During the past 10 years we have devoted a great deal of effort to the 
development of foreign markets and now do a substantial part of our 
total business in other countries. Like many other American indus- 
tries, we have been investing capital in these countries to support the 
business already developed and to provide a base for further expand- 
ing it. During 1960, for example, we expect to construct fermenta- 
tion facilities in Brazil, Taiwan, India, and Germany, and will con- 
struct new plants or add to other facilities in Egypt, England, Argen- 
tina, Colombia, and Japan. 

Senator Krerauver. Very well, I don’t see much explanation. 

Dr. Matcotm. That gives you some notion. 

Senator Keravver. It is hardly fair to the purchasers of medicine 
to be carrying the main load or maybe the losses of some of your other 
divisions, and I just wonder why you don’t keep the net worth of your 
other divisions separate from Lederle. 

Dr. Matcoutm. I refute that statement, Mr. Chairman. Each di- 
vision is autonomous and each division is responsible for its own man- 
agement and for its own income in the light of the overall corporate 
picture. And there are no moneys taken from Lederle to support these 
other divisions. Of course if Lederle does make money, it is thrown 
into the overall pot, shall we say, for distribution to the stockholders 
and for reinvestment, but I deny the fact that the Lederle division 
supports the other divisions. 

I still maintain that the prices that we are charging are fair and 
reasonable, and we must maintain a position whereby the public is 
interested in investing money in us, and we are not taking advantage 
of the individual in doing so. 

Senator Krrauver. Dr. Malcolm, I do not wish to argue the matter 
further, but on your conglomerate business, American Cyanamid in 
the Fortune poll on sales, 1959, ranked 73d. When you break out 
Lederle, your pharmaceutical business, it ranks sixth. So if you are 
taking profits from Lederle and putting it into the pot 

Dr. Matcotm. That is to the stockholder. 

Senator Keravver. Lederle is carrying a substantial part of the 
burden of your other divisions. 

Dr. Matcotm. No; that is not so. For instance, you cannot com- 
pare the Lederle business, the pharmaceutical business, with the heavy 
chemical business. In the Lederle business you have to spend more 
money on research and development. It is a fast-moving industry. 
It is a much more risky business. You are dealing more with obsoles- 
cence certainly than you are in the heavy chemical business. 

When you are making your capital investments in Lederle, you have 
to see some means whereby that capital, where the investment is going 
to be paid out in a short a of time. On the average, as proved 
with our aureomycin and tetracycline, which was then replaced or 
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being replaced by declomycin, that period of time is 5 years. And so 

if you are going to be realistic in your management of a pharm- 
aceutical business, you do it on that basis. Otherwise, you are going 
to be broke. 

Now, you have a chemical business and your dye business and other 
businesses that we are in. We can make capital investments in sul- 
furic acid plant, for instance, where I know that the risk of obsoles- 
cence there is certainly very, very remote. I also know that the equip- 
ment needed for a sulfuric acid plant is not apt to change. So I 
would like to disabuse your mind of the fact that Lederle is support- 
ing the rest of Cyanamid, if I may. 

Senator Krrauver. It is quite obvious. I do not want to argue the 
matter, but Mr. Carey just said when you plowed money back, you 
put it into the pot, which I assume means into the overall business, 
so Lederle is putting more into the pot than the other divisions. 

Dr. Matcoim. I do not deny that. 

Lederle is earning more money for Cyanamid than any other busi- 
ness when you consider the overall picture. 

Senator Krrauver. Then there is no disagreement about it. 

Senator Dirksen. But it only puts in its proportionate share. 

Dr. Matcotm. It puts in its proportionate share and gets it back, 
ves. It by necessity has to get it back because of the very nature of the 
business. 

Senstor Keravuver. Senator Carroll, do you have any further ques- 
tions ? 

Senator Carroxu. Just one thought occurred to me. How many 
countries does Lederle operate in ? 

Dr. Maucotm. Mr. Hesse is general manager of our international 
division. May I direct that question to him, Mr. Chairman ? 

Senator Kerauver. Yes. We have a chart here that shows the for- 
eign operations of a number of companies, which we are going to 
put in the record, if we are ready for that at the present time. 

Do you want to go into that? 

Senator Carrotu. I do not want to interrupt the continuity of the 
‘committee’s presentation. 

Mr. Hessr. Mr. Chairman, for the Senator’s information, Lederle 
sells either through distributors and.subsidiaries in 84 countries. Six- 
= of these are through subsidaries. The balance are through dis- 
tributors. 


Senator Carrotz. And these are the drugs that we have been talk- 
ing about today ? 


Mr. Hessr. Largely, yes. The international division handles all 
‘products. 


Senator Carroiti. What percent of the profits comes from foreign 
‘operations ? 

Mr. Hessr. Our general objectives in the international is the same 
as it is in the domestic end of the business. We have set this goal 
of 12 to 15 percent, and I am happy to say we have managed to hold 
up our end of the business during the last few years. 

Senator Carrotu. In these other nations? 

Mr. Hesse. Yes. 


Senator Carroiu. Do you pay taxes to the other nations? 
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Mr. Hesse. Yes, we do. 

Senator Carrotzt. Do you use the offset tax statute ? 

Mr. Hessr. Yes, wedo. We operate—however, no matter how much 
taxes we pay in a foreign country, the rest due is paid to Uncle Sam. 
We pay 52 percent to Uncle Sam on everything we bring back, and 
where we operate through branches as you may know, we also pay the 
difference between what we pay in the foreign country and 52 per- 
cent to Uncle Sam. 

Senator Carrott. Yes, but for every dollar you pay a foreign 
nation, you offset that, do you not ? 

Mr. Hesse. Yes. 

Senator Carrotu. Not a reduction, but an offset ? 

Mr. Hesse. Yes, we get an offset for that, but we pay Uncle Sam 
the difference. 

Senator Carrotu. Did you indicate to me the percentage of that 

rofit ? 
. Mr. Hesse. It is within the range of the company’s objectives. It 
varies from year to year. This international business is fairly compli- 
cated in 84 countries. It is up and it is down. 

Senator Carrotu. You answered that question. What I really had in 
mind was the percentage of your Lederle business that was done. 

Mr. Hesse. About one-third of Lederle’s business is done outside 
the United States in the international division. 

Senator Carrotu. Thank you. 

Senator Keravver. Mr. Dixon, will you proceed ? 

Mr. Dixon. Thank you, Mr. Chairman. 

Senator Dirxsen. I was going to say, is there anything at this point 
that you want to volunteer for the record, Dr. Malcolm or Dr. Duncan ? 

Dr. Matcotm. I don’t think so, thank you, Senator Dirksen. 

Senator Keravuver. Suppose we have a 5-minute recess. 

Brief recess. ) 
enator Keravver. Mr. Dixon, will you proceed ? 

Mr. Dixon. Thank you, Mr. Chairman. 

Dr. Malcolm, with respect to Aureomycin, you did sell this product, 
I believe, to the Military Medical Supply Agency in the past; is that 
correct, sir? 

Dr. Matcotm. That is correct, Mr. Dixon. 

Mr. Dixon. We examined some of the exhibits that were received, 
and data that was obtained from MMSA and presented in the Federal 
Trade Commission case. Then we received data from MMSA to 
confirm it. 

So taking a 250-milligram tablet in bottles of 100, we found, start- 
ing from 1951 down through 1959, your company selling Aureomycin, 
Parke, Davis, selling Chloromycetin, and Pfizer, selling Terramycin. 
In 1951 you sold to MMSA in the range between $18 and $15.30; 
Parke, Davis sold between the range of $20 and $15.30; and Pfizer 
sold between the range of $19.50 and $15. 

‘ In 1952, you sold to MMSA at $15; Parke, Davis, $15.30; Pfizer, 
15. 

In 1953, you sold at $15; Parke, Davis, at $12.50; and Pfizer, at $15; 

and so on, until, say, 1958, when you sold at $11; Parke, Davis, in 
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the range of $12.50 and $11.25; and Pfizer, between the range of $10.97 
and $10.75. 

It is my understanding from talking to this agency that they bought 
these supplies on what they call negotiated bids; is that correct, sir? 

Dr. Matcotm. I think that is correct. 

Mr. Drxon. And from what I have pointed out to you, it is obvious 
that the price came down over that period of time. 

Do you have any recollection of your company making any differ- 
enuce in a price quotation to this agency on a volume purchase? 

Dr. Matcotm. Mr. Dixon, I am not qualified to answer your ques- 
tion on that because I do not have the facts. May I refer that, Mr. 
Chairman, to Mr. Duncan, who is general manager of the division ? 

Senator Keravuver. All right, very briefly, go ahead, Mr. Duncan. 

Mr. Duncan. Yes. 

Mr. Dixon, I think you will find generally—I don’t have the figures 
in front of me—generally speaking, the MMSA, or Armed Services 
Procurement Agency, normally bought in very large quantities, you 
are correct, 

They normally bought bottles of 100 or 250 milligrams in very 
large quantities. I believe the quantities normally ranged from 
40,000 to 50,000 bottles and some of them ran as high as 75,000 or 
80,000 bottles. 

Mr. Dixon. I note that in 1956 your range to the Military Medical 
Supply Agency for Aureomycin, 250-milligram tablets, bottles of 100, 
was between $11 and $12. 

Mr. Duncan. Yes; I believe it came from $12 down to $11. 
¢ Mr. Drxon. And at this same time your price tothe druggist was 

30.60. 

Mr. Duncan. That is correct. 

Mr. Drxon. When tetracycline came into the field and the Military 
Medical Supply Agency began to purchase this product—Mr. Chair- 
man, I would like to ask that this exhibit be made exhibit 21 in the 
record. 

Senator Keravver. It will be made 21. 

(Exhibit No. 21 follows :) 
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Mr. Drxon. This reflects the purchases from negotiated bids made 
by the Military Medical Supply Agency from October 1956, through 
December 1959. 

You will note in October 1956, on the quantity that was asked for, 
the total price of the purchase of 94,176 bottles was $1,035,936. The 
winning price was $11. This was the unit price of Lederle Labora- 
tories. You will notice that Bristol Laboratories bid $18.97. Pfizer 
bid $19.58. Squibb bid $19.58, also. 

This is an identical product that you bidon. All three were manu- 
facturing and making it, isn’t that correct, sir ? 

Mr. Duncan. That is right. 

Mr. Dixon. If you will go down to the next bid, May 14, 1957, it 
was a $155,232 purchase, and it went to Charles Pfizer & Co. 
for $11, the unit price. On this quantity you bid $19.58, as Squibb 
ar — Why on this particular bid did you bid identically with 

quibb? 

Mr. Duncan. That was our published price, the Federal Govern- 
ment published price. The first time we bid was in October 1956, isn’t 
that correct, $11? As I recall the circumstances, up to that time I 
think the buying had been entirely Aureomycin or Terramycin with 
some Chloromycetin, but the real competing products there were 
Aureomycin and Terramycin. 

Now what happened was I was not fully aware of this, being a little 
_ in the business, that the Army had never before bought tetra- 
cycline. 

It was brought to my attention that they had an order for tetra- 
cycline. Well, I guess I did not give it a great deal of consideration. 

That was just about the time that I was just looking at. This 
matter came up with the Federal Trade Commission, so I was trying 
to refresh my memory. That is about the time that Pfizer came on 
the market with Sigmamycin, and there were rumors in the trade that 
Bristol was just about to come on the market with some new kind of 
noe that would take the business. We couldn’t find out much 
about it. 

So far as I can remember, when this came up, I said: “Well, I sup- 
ose we have been bidding $11 on Aureomycin. It is too low a price, 
ut I guess we might as well bid the same price.” 

I was astounded, when I finally saw, after these bids had been 
made—and I saw that I was $8 under, yes, nearly $8 under the lowest 
bid; so that I was what—$800,000—that is a little too much, but I 
was $8 under the lowest other bid. Well, what I did then was to take 
a good look at this situation. 

What had happened, in our Government bidding, you always give 
the Government the benefit of the fact that, first of all, they normally 
buy in very large quantities. The Armed Services Procurement 
Agency, except for some fill-in orders, buys in very large quantities. 
You obviously don’t have the normal charges for promotion. You 
don’t have detailmen, advertising, and promotion to worry about. 

What you tend to do is to say. “Well, it is the kind of business we 
can’t depend on; it is an extra kind of business. Maybe if we can get 
a little, we have got an excess inventory we can get rid of.” 

In other words, one gets a little sloppy in bidding for this kind of 
business. You sometimes simply bid a ridiculously low figure. So, 
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after taking a good look at this situation, I decided that we really 
had gotten into a position where we could not afford to do this kind 
of bidding to the Army ; that the price was down so far that it just was 
not feasible to bid on that basis. 

So what I decided was from that point on we had always had on 
tetracycline a regular Federal Government price of $19.58. What I 
decided was, after looking over the entire situation—and I did this 
on a number of other products at the same time because I found we 
were in the ridiculous situation of bidding on a lot of biological prod- 
ucts at less than our out-of-pocket costs. I remember one bid on in- 
fluenza virus vaccine was less than the cost of the fertilized eggs we 
used to make it. 

So what we decided to do on that was from that point on to take 
a more realistic view of this Government Armed Services Procure- 
ment Agency buying, and I think you will find from that point on 
we have bid our regular published price. If there is any similarity to 
other prices, it is simply coincidental. As far as we are concerned, it 
is the price you can find in any of our catalogs. 

Mr. Dixon. Looking at that document again, if you will, sir, you 
will note that you and Pfizer changed places. On the first bid you bid 
$11 and you were awarded the bid. The next time you raised your 
price and Pfizer lowered their price to $11. 

Mr. Duncan. They obviously thought we were going to bid $11 
again or a little more than $11. 

Mr. Drxon. I notice that $11 mistake never occurred after the first 
two times. 

Mr. Duncan. I can’t speak for Pfizer, but you will find from that 
time on we have a published Government price which we bid regularly. 

We came to the conclusion on tetracycline at least that was a rea- 
sonable price for Army bidding and we would stick to that price, 
so any further bids you see are prices which you will find in our 
catalog. 

Mr. Drxon. If you will run your eye on down—— 

Senator Kerauver. You wouldn’t bid $11 unless you could make 
some money on it, would you? 

Mr. Duncan. No, when we come down to $11, Senator, what you 
have to consider is that if you consider the regular costs which nor- 
mally apply and should apply on a business of that type, you lose 
money at $11, and if you try to apply that kind of price for our 
total besinans, you will see we would quickly go bankrupt. 

Mr. Drxon. If you will go down the list of various purchases, you 
said from that time on you started bidding $19.58. This appears to 
be true. But you will note, for instance, in February 1958 Pfizer 
was bidding $17.24. You will notice again in March of that year 
you bid $17.24. Upjohn, in January of 1958, had bid $14, but you 
were still bidding $19.58. 

Why did you keep on bidding $19.58 as long as you had already 
found out that at least on a big order in June 1958, of $1,611,526, 
previous experience had shown that Pfizer was willing to bid $17.24? 
a bid $17.24 again and got the award. You kept your price at 
$19.58. 

Mr. Duncan. We did not choose to meet that competition. We 
felt that we just were not justified in doing it. We held to our pub- 
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lished Federal Government price in 1958. Eventually we decided 
to come down and meet it and our current price is $17.60 less 2 percent 
or a net of $17.24. 

Mr. Drxon. On the very next bid after that, September of 1958, 
for $361,000 and some odd cents, all of the companies bid $17.24 
other than Bristol, which was rejected. How come you bid $17.24 
on that one? Is that when you started meeting competition ? 

Mr. Duncan. We had simply decided at that time that we would 
move our Federal Government price down to that price, published it, 
and bid that figure. 

Mr. Dixon. So the other companies had done the same thing be- 
cause that was awarded by lot? 

Mr. Duncan. I cannot really say. I do not really know what they 
did. I had no idea what they were going to bid but I decided I was 
not going to compete on that basis for the business. We would have 
a regular Government price that we would adhere to and which we 
have adhered to. 

Mr. Dixon. I notice that they all bid $17.24. Nobody was at $17.23 
or $17.25. You were all at $17.24. This was a change for you. 
Where did it come from so far as you were concerned ? 

Mr. Duncan. The previous bid. If you go back here, and that 
$17.24 had been bid by Pfizer as early as January of 1958. You see, 
after everyone of these awards, we get all the bids by the various 
companies and we know what they are doing. That had been bid 
as early as January 14, 1958. 

Mr. Drxon. So all you have to do is go to the bid opening and 
find out what the others bid and if one bid less than that before, if 
you want to be competitive, you just adopt that price, is that it? 

Mr. Duncan. Not necessarily. You have to make up your mind as 
to what you want to do and I am sure the others may not be exactly 
in our position. As I say, the 
‘ Mr. Dixon. If you really wanted the business, why didn’t you bid 

17.20? 

Mr. Duncan. I had not the faintest idea, Mr. Dixon—it is very easy 
looking back, but in looking ahead, I had not the faintest idea. 
Actually, I was astounded that they bid $17.24. I expected someone 
to bid, with a different situation, to bid $15 or $16. I had no idea 
what those bids would be. 

Mr. Drxon. You knew if Pfizer repeated for $17.24 and you bid 
$17.24, you would be matched. You knew that? 

Mr. Duncan. Yes. 

Mr. Drxon. And you would not get the order unless you drew it by 
lot, isn’t that true? 

Mr. Duncan. Yes. 

Mr. Dixon. But if you really wanted it, you could have bid $17.20? 

Mr. Duncan. Yes. 

Mr. Drxon. Pfizer also bid $17.24. 

Mr. Duncan. You are assuming a fact that was evident only after 
the bids were open. At that time my question was, Was it worth while 
trying to shade off a few pennies when the likelihood was one of our 
competitors would bid $2 under that figure or $3 under that figure? 

If you go back to the bidding on aureomycin and terramycin, that 
is exactly what happened. We bid $1.50 or $2 under and then Pfizer 
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bid $2 under and we bid $2 under and we got this price down to a 
ridiculous figure. 

Mr. Drxon. If you will just move down to the next one on that list, 
you will find that Squibb came with a $17.15 bid. Obviously, Squibb 
wanted it because the rest of you bid $17.24. 

Mr. Duncan. We were just bidding our published price. Why our 
competitors did not bid $1, $2, or $3 under that, I cannot explain. I 
know nothing about it. 

Mr. Drxon. Are you saying this price that was originally $19.58 
was published and then you published the $17.24 price, also? 

Mr. Duncan. That is correct. 

Mr. Drxon. Each time you changed it, you published it? 

Mr. Duncan. I am sure that is correct. We were bidding our 
published price, because that has been our fixed policy since that 
time. 

Mr. Dixon. What published price is this? Where do you publish 
a price? You are only going to sell to MMSA. Do you publish a 
price to them in advance? 

Mr. Duncan. I am sure we do. It is a Federal Government price 
that I believe is published in our catalog, is it not? 

Mr. Hesse. Yes, all Government agencies. 

Mr. Duncan. It is general knowledge. There is no secret about it. 

Senator Keravver. If that is the case, there is not much use in the 
MMSA asking for bids, if you are all going to have the same price. 

Mr. Duncan. The history has been that it has not been the same 
price. I cannot answer for the other companies. As far as I am 
concerned, we decided that this would be our policy, and what they 
bid was none of our concern. 

Mr. Cuumprts. May I ask a question at this point? For clarifica- 
tion of the record on the exhibit in front of us, I notice that the first 
two bids on the top of the page are listed as ADV, under “Method.” 

Mr. Drxon. That means advertised instead of negotiated. Adver- 
tised means secret bid. 

Mr. Cuumperts. The rest of them are negotiated bids? 

Mr. Duncan. Yes. 

Mr. Cuumpris. What was the procedure there in dealing with the 
Military Medical Supply Agency? 

Mr. Duncan. Insofar as I know—I am not intimately familiar with 
it, but as I recall—normally what happens is that they ask us to bid, 
and I think in every case secret bids are submitted. But really the 
matter hardly ever stops there. So far as I know, what invariably 
happens is that the military procurement agency then calls up each 
producer and tries to imply that if they will give them a lower price 
they will get a certain amount of the business and there is a lot of 
sort of bargaining goes on in that way. 

Mr. Cuumperts. That is what negotiated means ? 

Mr. Duncan. That is what negotiated means. 

Mr. Cuumerts. Negotiated rather than secret bid. 

Mr. Dixon. But advertising does not mean that. Advertising means 
that you are to submit a secret bid isn’t that your understanding of it? 

Mr. Cuumpris. We are talking about the last one, now; negotiated, 
$17.24. That bid was negotiated between the Military Medical Sup- 
ply Agency and the three or four major companies; is that correct? 
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Mr. Duncan. Iam sure it was. 

Mr. Cuvumpris. And under this exhibit, what you see in front of us 
was that evidently you were successful in negotiating that bid for 
$17.24 on September the 12th, 1958; is that right ? 

Mr. Drxon. On that point, Mr. Chumbris, tomorrow Admiral 
Knickerbocker, Executive Director of MMSA, will be here and he 
will go into great detail on this point. But I have a very firm under- 
standing from talking to Admiral Knickerbocker, and I will say this 
to refresh your recollection, that even on negotiating purchases the 
Medical Supply Agency never informs you about any quotation that 
they might have received from any other competitor ; isn’t that correct? 

Mr. Duncan. That is correct. I did not mean to imply that. I 
simply meant to imply that the typical thing is never to tell you, “No.” 
They have never told us what another company bid. They would 
merely inquire, imply that if you wanted to come down another 10 or 
15 percent you might be able to get some business. But, no, they 
never revealed what another company bid. 

Mr. Drxon. That is correct. 

Now referring to the second page of exhibit 21, you will notice 
at the top of that page on a negotiated purchase that Pfizer obtained 
it at $14.36. You still quoted $17.24. On the preceding purchase 
Squibb had obtained it at $17.15, and I notice that on the one I just 
referred to on the second page, both Bristol and Squibb quoted $17.15 
but Pfizer obtained it at $14.36 and you were still constant at $17.24. 

Mr. Dunoan. That is right. 

Mr. Dixon. On the two other purchases that appear on the second 
page, you will note that you quoted $17.24 and that they were obtained, 
one by Pfizer at $14.36 and another by an Italian firm at $8.15, but 
you still quoted $17.24 . 

Mr. Dunoan. That is correct. 

Senator Kerauver. If you wanted the business, why didn’t you 
quote at least the same price that you had received it at before? 

Mr. Duncan. Senator, as I said, we had been doing that, and all 
that happened was the price just went lower time after time until it 
got down to an uneconomic level, and we simply decided that we would 
establish that Federal Government price, and stick to it, which is what 
we did. We felt that that was the fair price to the armed services, 
that when we cut the price below that we were being simply unrealistic. 
When we took into account the savings which you have on volume 
purchases of that kind and the fact that we did not have to detail the 
product or advertise the product, we felt that was the fair and reason- 
able price in relation to our retail drug price and our wholesale price, 
and therefore, we quoted that price. 

Mr. Dixon. From my recollection from the statements that have 
been made, reference was made to the fact that tetracycline was 
brought on the market and that your company had done a great deal 
of work on it. About the time you brought it out you found others 
were bringing out a similar or an identical product. I assume, Dr. 
Malcolm, that when you brought this product out, you made applica- 
tion for a patent; did you not? 

Dr. Matcotm. Yes. 


Mr. Dixon. Did I understand you to say you had made application? 
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Dr. Matcotm. Yes; we made application for both process and prod- 
uct patent. 

r. Dixon. After you made application, you found others had made 
application ; did you not? 
r. Matcotm. That is true. 

Mr. Dixon. How many of them made an application ? 

Dr. Matcotm. Well, it is a rather involved story. 

Mr. Drxon. If you will just name them, that is all I want. 

Dr. Matcotm. Well, there were about two applications. One was 
concerned with a product patent for tetracycline produced by the 
process of dechlorination. Another application was made which 
was concerned with a process or processes of producing tetracycline by 
fermentation, and being related to tetracycline hydrochloride. That 
was the second application. 

Mr. Dixon. Because more than one application had been made, un- 
der the regular procedure at the Patent Bureau it was placed in an 
interference procedure, was it not ? 

Dr. Matcotm. That is correct, sir. 

Mr. Drxon. Is it not true that this patent was ultimately issued 
to Pfizer? 

Dr. Matcotm. That is correct. 

Mr. Dixon. What kind of an arrangement did you make with Pfizer 
when you withdrew from this interference ? 

Dr. Matcotm. We made no arrangement. We drew up some cross 
licensing agreements between Aureomycin whereby we agreed to li- 
cense them to manufacture Aureomycin for the purpose of manu- 
facture tetracycline solely, and they, in turn, in the event they re- 
ceived a patent, whoever received the patents on tetracycline would 
cross license each other. However, Mr. Dixon, that is a matter that 
was gone into very thoroughly in Federal Trade Commission testi- 
mony. 

Me Drxon. I don’t mean to pursue it in depth, sir. I just want 
this background. 

On the other hand, you had this interference on this important 
tetracycline product, and the interference was withdrawn and Pfizer 
obtained a patent. Wasn’t that roughly about it ? 

Dr. Maucoim. No, the interference was not withdrawn. In the 
fall of 1953, I think it was, an interference was declared between 
Pfizer and ourselves for the production of tetracycline by the 

Mr. Drxon. Did your company withdraw from the interference? 

Dr. Matcotm. We withdrew in this sense, and you must be very 
careful as to how you use the word “withdraw.” It was agreed be- 
tween Pfizer and ourselves that the evidence as to priority would be 
submitted to a third party, or to third parties, to determine which 
party was prior in terms of invention. These independent parties 
(letermined that Pfizer was the prior inventor, and so, therefore, we 
withdrew. In the event that there had been any difficulty, we pro- 
posed submitting these data to the Patent Office itself. 

Mr. Drxon. But as I understand, that is the function of the Patent 
Office, so you just worked out an independent process. 

Dr. Matcotm. No, no. Of course, I am not a patent attorney, but 
I think that the procedure that was followed is common procedure. 

35621—61—pt. 247 
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Mr. Drxon. The fact is that Pfizer received the patent, and by this 
arrangement you had entered into with them you became a licensee? 

Dr. Maucotm. That is right. Pfizer ultimately got the patent both 
for product and process, and we became a licensee of Pfizers for tetra- 
cycline under the tetracycline patent which they hold, and we in turn 
licensed them under our Duggar patents for the manufacture of Aure- 
omycin for dechlorination in the production of tetracycline. 

Mr. Dixon. The point I want established is that at the time the 
patent was awarded to Pfizer, there was no other application before 
the examiner to pass upon, was there ? 

Dr. Maucoim. Well, to the best of my knowledge there was no other 
application before the examiner at the time the patent was issued to 
them. 

Mr. Dixon. That is my point. 

Dr. Matcotm. In 1954 the second patent interference had been dis- 
solved. 

Senator Keravuver. I don’t understand this. Pfizer, you and Bris- 
tol 

Dr. Matcotm. Pardon me, Mr. Chairman. I didn’t hear you. 

Mr. Drxon. Bristol, I believe, was the other. 

Senator Kerauver. Your company, Pfizer, and Bristol had patent 
applications pending. 

Dr. Matcotm. At the time the patent issued to Pfizer ? 

Senator Keravuver. No, prior to that. 

Dr. Matcotm. Oh, yes; there was a second interference declared, I 
think, in the spring of 1954, which was later dissolved in the fall of 
1954, on the motion of examiner on the ground that the tetracycline was 
not patentable due to what he termed to be the coexistence of tetra- 
cycline and Aureomycin. 

Senator Kerauvrr. The point is that Pfizer, you, and Bristol were 
all applying for the patent on tetracycline. 

Dr. Matcotm. That is true. 

Senator Kerauver. And you withdrew and—— 

Dr. Matcotm. We were thrown out. 

Senator Krerauver. Anyway, you went into arbitration and you got 
out. 

Dr. Matcotm. Yes, we were thrown out of the interference. 

Senator Kerauver. So was Bristol. Then it looks a little strange 
that Pfizer would then license you and Bristol, the other people who 
had been in the patent contest. 

Dr. Matcoum. Mr. Chairman, as I told Mr. Dixon, this is quite a 
long story which was covered by the Federal Trade Commission, and 
in order to get the exact facts, it will take me some time to go into it. 

Senator Kerauver. Was part of the consideration of your getting 
out of it the fact that you got a license from Pfizer ? 

Dr. Marcoutm. Absolutely not. 

Senator Kerauver. When you submitted it to arbitration ? 

Dr. Martcoum. Absolutely not. 

Senator Kreravuver. Others had tried to get licenses from Pfizer on 
this product. I think maybe Upjohn got a limited one, but without 
success. How did it happen that you got one? 

Dr. Matcoitm. I am afraid that I am going to have to recite some 
of the historical features of this for your benefit. In the fall of 
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Senator Keravver. Let’s get this established. Anyway, when they 
got the license—— 

Dr. Maucotm. I don’t want any misrepresentations or misunder- 
standings, sir. 

Senator Kerauver. You can say yes or no, whether that is a correct 
statement. You and Bristol had an application for the patent, along 
with Pfizer. By some arrangement or another, you got out anyway, 
you were out, and the same happened to Bristol. Then immediately 
afterward Pfizer licensed you and Bristol. 

Dr. Matcoum. No, Mr. Chairman, that isn’t so; and I can’t answer 
your questions yes or no because they are highly involved questions. 
If you will permit me to proceed, perhaps I can explain it to you ina 
matter of 5 minutes. 

Mr. Drxon. I thought you had previously told us, Dr. Malcolm, at 
the time before you went to arbitration—— 

Dr. Matcotm. Pardon me? 

Mr. Dixon. I thought you had just told us before you went to arbi- 
tration that you worked out arrangements with Pfizer where you 
agreed to license 

Dr. Maucotm. There are two parts to the agreement. In the fall of 
1953, Mr. McKeen, who is president of Pfizer, came to see me and asked 
if we were parties to the tetracycline interference, which dealt with the 
dechlorination process and the product patent itself. 

I told him that we were, and he said that they were also in the inter- 
ference. Now, this is the first declared interference. In this one 
there was just Pfizer and ourselves. 

It is of interest as to why I think a settlement was reached and as to 
why Pfizer came to us. Going back to the fall or the spring of 1953, 
we were having difficulties with our Aureomycin, competitive difficul- 
ties in terms of the acceptance of it, due to what was claimed to be 
excessive side effects. So I had asked our research people and develop- 
mental people to see if there was something they could do with regard 
to lessening these undesirable side effects. 

We did a great deal of work on this when one day—again in early 
spring, is the time I am referring to—one of our research men came in 
and said that he had produced tetracycline by removing the chlorine 
form the Aureomycin molecule. We sent the tetracycline out; we 
performed a pharamcological and toxicity test and sent it out for clin- 
ical study, and we were very happy and pleased to learn that tetracy- 
cline had not only about the same bacteriological spectrum but it 
lacked these undesirable characteristics that had been associated with 
Aureomycin. Then we made patent application in the spring of 1953 
under the name of Booth & Morton, I think it was, claiming the 
product and the process of dechlorination. Then later that fall, my 
associates, research associates, told me that an article had appeared in 
a journal, a chemical journal, a scientist by the name of Stevens, who 
was an employee of Pfizer, had postulated the structure of chlor- 
tetracycline and tetracycline. I remembered this at the time of my 
meeting with Mr. McKeen, and Mr. McKeen made it very evident 
that he felt that they had the dominating patent position in terms of 
the interference. 

I tried to convince him that we had the dominating position. At 
the same time, I was somewhat concerned because of the Stevens 
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article, which had postulated the structure of tetracycline, that they 
probably had priority. 

Now, we in the meantime had put tetracycline on the market as a 
superior product. We had committed ourselves to it and we had 
actually passed the point of no return in terms of Aureomycin. Now, 
commercially, aside from the scientific facts, that is very important. 
That was very important to us, because Mr. McKeen had Terramycin, 
and if he obtained the patent, the product and process patent, he could 
stop us from manufacturing tetracycline, to which we had committed 
ourselves, but, of course, Mr. McKeen could not manufacture tetracy- 
cline without infringing our Duggar patents. 

So under such circumstances, I could not afford to take the com- 
mercial risk which might endanger our entire market. As I recall 
having said, in the Federal Trade Commission, Mr. McKeen had me 
over a barrel, and I wanted to get off of that barrel. 

So after giving it thorough consideration, I agreed with Mr. Mc- 
Keen on two agreements. One, that we would license him under our 
Duggar patents for him to make Aureomycin for the sole purpose, and 
we would give him know-how to do it, but for the sole purpose of 
making tetracyline. 

As a part of that agreement, Mr. McKeen insisted that we sell to 
him bulk tetracycline. 

Now, certainly, it wasn’t in our interest, after having introduced 
tetracycline and having done the original clinical work on it, to put 
Mr. McKeen in business. That certainly would have been most stupid 
on our part. 

But he insisted upon this, that we do furnish him with bulk tetra- 
eycline. So I had to accede to that request. 

So then the matter of the first interference came up insofar as pri- 
ority is concerned, and the purpose of that, of course, was to deter- 
mine who was the prior inventor. As we said earlier, we had these 
independent people who determined that priority belonged to Pfizer. 

Mr. Dixon. Who were these individuals? 

Dr. Matcotm. One of them was our counsel, Mr. Watson, I believe, 
who isa very distinguished patent man; Mr. Edelblute, who is a patent 
attorney for us. 

I wasn’t there. I was in Europe at the time this decision was 
reached, and I am sorry to say I can’t tell you who they were, but I can 
get the record for you, if you wish. 

Mr. Drxon. You were represented there by counsel ? 

Dr. Matcoum. Yes; Mr. Watson was our counsel. 

Mr. Drxon. Who represented Mr. McKeen ? 

Dr. Matcotm. That I don’t know. I wasn’t present at this. 

Mr. Dixon. Who was the outside person, then ? 

Dr. Matcotm. Mr. Watson for us. 

Mr. Dixon. He was for you. But you do not know who repre- 
sented Mr. McKeen? 

Dr. Matcotm. No; I do not. 

Mr. Drxon. Do you know who was neutral in this matter? 

Dr. Matcotm. There is nobody neutral insofar as I know, and we 
wanted to win this, too. 

Senator Kreravver. As I understand it, you and Mr. McKeen had 
agreed on what was going to happen before you submitted the matter 
for 
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Dr. Matcotm. No, no, no. We did no such thing; no, sir. 

Senator Kreravuver. You had agreed that Pfizer would license you, 
and you, in turn, would give them the Duggar license so they could 
make chlortetracycline, and that you would sell to them in bulk. 

Dr. Maucotm. No, Mr. Chairman. Whoever was prior, that if we 
got the patents—I still was hopeful. I didn’t know who had priority 
in this, but I was hopeful that we would get the patents on the tetra- 
cycline process and product. 

But whoever got it, the agreement was that we would license— 
cross-license each other on the basis of the commercial risk that was 
involved. 

Senator Keravuver. This sounds like your attorney and Mr. Me- 
Keen’s attorney getting together and making a decision. 

Dr. Matcotm. That wouldn’t represent good business sense, Mr. 
Chairman. 

Senator Keravver. It was an outside arbitration ? 

Dr. Matcotm. It wasn’t an outside arbitration. This was done, as 
I understand it, by attorneys representing us and attorneys repre- 
senting them. 

Senator Kerauver. And your attorneys agreed that they had 
priority ? 

Dr. Matcotm. And our attorneys—I was notified by 

Senator Keravver. I must say that is the most remarkable arbitra- 
tion I have ever heard of. 

Dr. Matcotm. No. Again, I am not a patent attorney but I am 
told that is most common. 

Mr. Dixon. The reason I asked you to digress and give us that 
background is because I want to refer you now to exhibit 21 which 
shows the purchases by the Military Medical Supply Agency from 
those producers of tetracycline. Tetracycline, I have been informed, 
is the largest selling item. 

As I understand the development of tetracycline, Pfizer did ulti- 
mately obtain the patent. You and Bristol Laboratories were li- 
censed to manufacture and sell tetracycline. I do not understand 

Dr. Matcotm. You mean by Pfizer? 

Mr. Drxon. Sir? 

Dr. Matcotm. By Pfizer? 

Mr. Dixon. Yes, by Pfizer. 

Dr. Matcotm. Yes. 

Mr. Dixon. I understand that Squibb and Upjohn were licensed 
merely to sell and not manufacture tetracycline. 

Dr. Matcotm. I don’t really know. Of course, that would be no 
concern of ours. That would be a matter between 

Mr. Dixon. But you do know that there were, and are, five sellers 
of tetracycline? 

Dr. Maucotm. That is correct. 

Mr. Dixon. I have named all five of them. 

Dr. Matcotm. Yes, that is true. 

Mr. Drxon. Mr. Chairman, I have another table here which I 
would like to suggest be made exhibit No. 22. 

Senator Keravuver. Does this have to do with this patent matter? 

Mr. Drxon. It does, sir. 

Senator Kerauver. All right, let it be made exhibit No. 22. 
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(Exhibit No. 22 follows:) 








MMSA procurement of tetracycline, all forms, November 1956-October 1959 
[In dollars] 






Pfizer 








Lederle Bristol 


Squibb 














Tetracycline hydrochloride: 


Tablets, 250 mg., 100’s.....----- 3, 572, 922 | 1,397, 148 }|........... 1, 330, 219 42,000 | 6,342, 289 
Oral suspension................. SEE Reicinccaccus 1, 377, 335 See Bctvinnentne 1, 642, 067 
oot ee 56, 131 7, 540 74, 313 BIO Gekdncunawes 171, 392 
(rE 44, 155 PEE itd ca. cts dabaahinnionhd dina datelaabh 112, 078 
a atone oases 3, 851, 642 | 1,472,611 | 1,451,648 | 1, 449, 925 42, 000 8, 267, 826 
I aeobecdewasennmneaseeaene 46.6 17.8 17.6 17.5 5 100. 0 















































Source: MMSA (Sept. 2, 1960). 






Mr. Martin. Mr. Chairman, may I say something on this remark 
that was made some time ago that the settlement of the interference 
between Pfizer and Cyanamid was a very unusual procedure. 

It is a very common procedure in interference proceedings not only 
in the drug field but in the chemical field, and I think if your statf 
will look at a good many of the documents that were submitted by 
us in answer to the subpena, that you will find a good many of them 
contain similar provisions as to settlements of interferences. 

Senator Keravuver. The only thing that appeared unusual to me 
was that Dr. Malcolm was presenting the reasons why he had the prior 
and superior claims to the patent on tetracycline. Mr. McKeen was 
doing the same. And how the lawyer for Dr. Malcolm could get 
together with the lawyer for Mr. McKeen and both of them decide 
against Dr. Malcolm and Lederle—you call that an arbitration? I 
I don’t understand. 

Mr. Martin. I don’t call it an arbitration myself, Mr. Chairman, 
but it was a common way of settlement, and if there had been dis- 
agreement as to the facts—and this was a determination of a fact 
of priority of invention—provision was made in the agreement for 
submitting the facts to the Patent Office for their determination. 

Senator Krerauver. It looks to me as if the agreements for cross- 
licensing, whichever way it went, played an important part in press- 
ing the case for a patent. 

Mr. Martin. I don’t follow that reasoning. 

Senator Kerauver. In other words, Dr. Malcolm had already 
agreed with Mr. McKeen that Mr. McKeen would license him or he 
would license Pfizer, whichever way it went, but that if Pfizer re- 
ceived the patent, however, Pfizer would insist on tetracycline being 
sold to them in bulk. Part of the agreement was that Lederle would 
license Pfizer to make chlortetracycline, so that the matter was ar- 
ranged, it seems to me, to protect both sides, whichever way the 
decision went. 

Mr. Marrrin. There was one thing there that the agreement pro- 
vided, the separate agreement : . 

That we would furnish the bulk whether we got the patent on 
tetracycline or whether he got it. It was not that we would sell him 
if he got the patent; and if we got the patent, we were to get a royalty 
from Pfizer; and we would very much have desired to get that 
royalty. 
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Senator Kerauver. Part of the agreement also was that you would 
get a royalty on chlortetracycline from them, whichever way it went? 

Mr. Martin. We had that patent which was long in existence, and 
we had a royalty payable to us from Pfizer no matter which way 
the interference was decided. 

Senator Kerauver. Have these agreements been made a part of the 
record of the Federal Trade Commission case ? 

Mr. Martin. Yes, sir; they have. 

Senator Kerauver. We can make note of them. 

Dr. Maucotm. This is one of the key issues. 

Mr. Chairman, as you probably have discerned, Mr. Martin is 
trained as a lawyer. The legal department and patent department, 
among many other things, report to him. I am not. But from a 
strictly business standpoint, Pfizer and ourselves were in a mutual 
blocking situation; and, if a settlement was not made, tetracycline 
could not have been made available to the public or sold at all so long 
as that situation continued to exist. 

Senator Keravver. The unfortunate thing about it is that there 
is quite a question whether tetracycline should have been patented in 
the first place. Unless you had agreed to let one side or the other 
have it, it might have been that the Patent Commissioner would have 
not issued a patent. In that case, small manufacturers could have 
made the product and competed. 

Mr. Martin. That is quite a question that is before the Federal 
Trade Commission, and I think it is a little pressing us to go into 
the details of that any further, Mr. Chairman. 

Senator Keravuver. I won’t insist that you do, but I am just stating 
how it appears to me: by working out this agreement, you made it 
easy for a patent to issue and both of you got what you wanted; but 
this made more or less moot the question of whether a patent should 
issue at all or not. 

It is possible the Patent Commissioner may have decided the matter 
the other way : that no patent should issue. 

We have that situation right now in the case of prednisone, where 
there are several interferences, and it is quite possible that the Com- 
missioner in that situation would decide that no patent should issue 
and all the little companies can then compete. 

Mr. Martin. Under the patent system, Mr. Chairman, when we 
conceded priority because of the facts of 

Mr. Dixon. Arbitration ? 

Mr. Martin. No; no arbitration. It was not arbitration. 

It was discussion between counsel of Pfizer and counsel of 
Cyanamid, to put the facts upon which they would rely in the Patent 
Office on the table, and our counsel advised us that we had to concede 
priority because Pfizer was prior. 

Our conceding priority in that interference immediately threw us 
out of the interference and we had no knowledge of any further prose- 
cution of that patent, because after the interference was dissolved 
by the examiner, it became an ex parte proceeding again and we know 
nothing about what went on in the Patent Office between Pfizer and 
the Patent Office. 

Senator Keravuver. It is a whole lot easier to get a patent issued 
when there is an ex parte proceeding—just one person—than it is when 
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there is a contest as to whether it is patentable or not, and, if so, who 
should have the priority. 

Mr. Martin. The contest in the priority proceeding, where there 
is an interference, is an assumption that the Patent Office has decided 
that the claims are patentable, but they wish to decide the priority 
between the two claimants, and that is what the interference is de- 
clared for. 

Senator Keravuver. Dr. Malcolm, you never would have agreed to 
this kind of an arrangement about submitting it to counsel and letting 
them decide it unless you had had a firm commitment from Pfizer 
that they would license you in the event it was decided their way. 

Dr. Matcoitm. Mr. Martin is pointing out that the agreement was 
signed before we submitted it to counsel. 

Senator Krerauver. But you never would have gone along with this 
procedure by which Pfizer won the patent unless they had previously 
agreed to license you. 

Mr. Martin. There is a difference there. It is not whether the 
patent would issue. It was whether one party was prior to the other. 

That was the question that we were settling, and we were settling 
that if one party was determined to be the junior party and therefore 
not entitled to priority, that party would concede priority to the other. 

Senator Keravuver. This is a matter of semantics. 

Mr. Martin. No, sir. 

Senator Keravuver. Then let’s restate it. 

Dr. Malcolm, you never would have agreed to this method of de- 
ciding who had priority—that is, you would have gone on and fought 
the case through—except for the fact that you already had an agree- 
ment aa Pfizer would license you and you were going to be taken 
care of ? 

Dr. Matcotm. No, the only reason I was interested in that agree- 
ment was, as I explained before, I was fearful that Pfizer had priority, 
which turned out to be true. And from a commercial standpoint, re- 
gardless of semantics or anything else, I did not dare take the risk 
of losing that position. 

Senator Krravver. That is the point I was making: If you had 
not had the agreement, you would have fought on because you did 
not dare take the risk of losing. 

Dr. Maucoum. I could have fought on, but as the facts ultimately 
proved to be, I would have lost. 

In the meantime, I would have been stopped from the manufacture 
of tetracycline and I also would have been subject to considerable 
royalty payment, I am sure of that. 

Senator Keravuver. I think it should be pointed out that in this case 
and in other similar cases, one of the facts brought to the attention of 
the Patent Commissioner is whether a patent should be issued in the 
first place; that is, whether a product is patentable when you bring up 
new facts about it; whereas, when it is just an ex parte proceeding, 
then the opposing party is not there to bring out these facts to the 
attention of the Commission. 

But, anyway, we have talked about this matter long enough. Let 
us proceed. 

Mr. Dixon. Mr. Chairman, I call the witness’ attention to the 
exhibit which you have just put in the record, exhibit 22. We asked 
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the Military Medical Supply Agency to supply this information to us. 
You will note there that Agency’s procurement of tetracycline in all 
forms between November 1956, and October 1959. On the top are 
listed the sellers: Pfizer, Lederle, Bristol, Squibb, Upjohn, then the 
total. You will notice in the left column the forms in which it was 
sold. You will note the percentages at the bottom. That is arrived 
at_ by adding these columns of purchases from each individual com- 
pany. In this period of time on the total purchases of tetracycline 
from the five sellers, Pfizer was successful in 46.6 percent of the dollar 
value of the purchases; Lederle was successful in 17.8 percent of the 
dollar value; Bristol was successful in 17.6 percent of the dollar value; 
Squibb was successful in 17.5; and Upjohn, in only .5. 

Three companies—Lederle, Bristol, and Squibb—have approxi- 
mately 53 percent; Pfizer, 47 percent. 

Do you have any explanation for that unusual occurrence? 

aa Duncan. Mr. Dixon, could I ask why did you stop in October 

of 1959? 

Mr. Dixon. Why did we stop in October 1959? The next purchases 
were, I believe, from the Italians. 

Mr. Duncan. Mr. Dixon, the thing that occurs to me here, it is hard 
to comment on these things when they are - in front of you, and the 
thing that occurs to me, I can’t say just when, but certainly it wasn’t 


more than 6 months ago that our man who works in this particular 
field had managed to get a sirup, which is not listed here, on the list 
for purchase. 

Now, I am sure that was a pretty substantial contract. We thought 


we had it, and for some reason the bid was thrown out and Squibb 
came in and took it on the rebid. That isn’t in here, and I know that 
was a regular MMSA procurement. 

And it was a big quantity, so it would make a difference. 

Mr. Dixon. We asked them to give us—— 

Mr. Duncan. Mr. Dixon, there is another thing, too. Coming in 
here somewhere there are some rotation contracts involved. 

In other words, I never saw these figures put together. I mean I 
believe if you put all the figures together, this coincidence that you 
are trying to point out here just does not occur. 

Mr. Drxon. I assure you, sir, the Agency put them together. We 
did not put them together. This is the information on their total 
purchases, and this is the way it came out. This is it, Mr. Duncan. 

Mr. Duncan. No, I don’t think you will find that information is 
complete. I wish you would go back and ask them. 

You see, they treat a lot of dependents of servicemen as well as 
servicemen themselves, so they had been using a suspension, but 
they always prefer a liquid because children take a liquid much 
better than they take a suspension, and there was a big contract that 
came in here—I can’t recall these events—it was something like 6 
months ago, that was a substantial amount. We thought we would 
get it because we had our products specified, and Squibb took it. 

So that certainly is not here, and I think there were two rotation 
contracts that came in here somewhere, so I just don’t believe you 
have included all the items. 

Senator Kerauver. We asked the Agency for this information and 
this is what they gave us. 
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Mr. Drxon. Mr. Chairman, I understand this to be the total up 
to the time that the Italian entrance into this market changed the 
situation. 

Are you talking prior to that time or after that time ? 

Mr. Duncan. recollection—— 

Mr. Hesse. The Sadian was October 28, 1959, the first Italian, but 
it was only capsules. 

Mr. Duncan. All I know is that that was at least one purchase of 
a very important product. That is second only to tablets in our 
civilian market, and that is not included here. 

Mr. Dixon. We will have the MMSA before us tomorrow, and we 
will refer to this. But this is a long-term period, 3 years. Over this 
3-year period, Pfizer received 47 percent of the business and the other 
three divided practically equally. 

Do you have any explanation for that? 

Mr. Duncan. Let me ask you another question. 

Are you sure you have not picked this period—for example, you 
say November 1956. Does that include the first contract which we 
got. on tetracycline? 

Mr. Dixon. This, as I understand it, is from the first time the 
Agency bought tetracycline up to the time that the Italians entered 
the market, which apparently disrupted the situation. They said 
it was for all forms of tetracycline. 

Mr. Duncan. I don’t know about disrupting the situation. All I 
can say is I just don’t think these figures are complete. 

You picked a period here where the figures come out this way, but 
this is not the complete purchases from the time they first bought 
tetracycline up to the present time. 

Senator Kerauver. Suppose you take this exhibit and if you can 
complete it tonight, if you have any figures to add, do so. In the 
meantime, we will ask Admiral Knickerbocker about it tomorrow. 
It includes the same period of time as is contained in the chart 
marked “Exhibit 21,” from the time tetracycline was first purchased 
by MMSA until the Italian company came into the market. 

Mr. Duncan. Senator, this is obviously a selected period and se- 
lected products, and until we have a chance to check it against our 
own records, I can’t make any comment on it. 

Mr. Dixon. Mr. Chairman, before we go, I want to make one com- 
ment. 

Tetracycline is tetracycline, isn’t it ? 

Dr. Matcotm. Yes, sir. If it is a pure substance. 

Mr. Dixon. And it has to be certified and passed on? 

Dr. Matcotm. That is correct, sir. 

Mr. Dixon. During your statement, Dr. Malcolm, you made two 
references. In the exhibits that you presented, for instance, on your 
table 5, you showed the importance of Achromycin, which, as I under- 
stand it, is your form of tetracycline; is that correct ? 

Dr. Matcotm. Yes. 

Mr. Dixon. You showed your dollar sales there in millions of dol- 
lars. Later in your statement you pointed out your promotion ex- 
penses and you broke them down on the table after page 22 to the 
total amount of $3.51 per doctor per month. You said this is for 200,- 
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000 doctors, and my arithmetic says that adds up to $700,000 per 
month; isn’t that correct ? 

Dr. Matcotm. Yes, I am sure that represents all Lederle products. 

Mr. Dixon. That is right. But as I understood your statement, 
$3.51 is spent per doctor per month. Since you figure that on 200,000 
doctors, that total is $700,000 ? 

Dr. Maucoitm. Yes. 

Mr. Drxon. I would assume that a great deal of that promotion had 
to do a this important product of yours, Achromycin; isn’t that 
correct 

Dr. Matcotm. That is correct. You select your leading items and 
you spend a proportionate share of advertising and promotion and 
detailing on your leading items. 

Mr. Dixon. My point is this, sir: 

You spent a great deal of money trying to convince the American 
doctor that your product—which is identical with four others—is 
superior, haven’t you? 

Dr. Matcotm. It is identical from the standpoint of the pure sub- 
stance, but there is a great deal of processing which takes place from 
there on. 

Mr. Drxon. But you could not sell that product unless it was cer- 
tified and examined by the Food and Drug Administration ? 

Dr. Matcotm. That is correct. 

Mr. Drxon. Nor could anyone else? 

Dr. Matcotm. That is correct, but 

Mr. Dixon. And it has to meet those standards, does it not? 

Dr. Matcotm. That is true, but in some instances, as I pointed out, 
I think, we go beyond even certification standards. 

Mr. Dixon. What you are trying to say is that an identical product 
is still better if you make it, is that it ? 

Dr. Matcotm. Absolutely. Thank you, sir. 

Mr. Drxon. I will say this: the Food and Drug Administration 
set up the standards, did they not, and if other companies met those 
standards, they are adequate, are they not, sir? 

Dr. Matcotm. They are minimum adequate standards, yes. 

Senator Kerauver. I wonder, instead of spending $700,000 a month 
in trying to convince doctors that your product is superior, why some 
of that $700,000 spent on a price reduction wouldn’t have increased 
your sales? 

Dr. Matcoum. Mr. Chairman, there are other products against 
which we are competing, and we even have to paddle downstream in 
this highly competitive industry. 

And, in our opinion, the sums of money being spent in acquainting 
the doctor with our products is very well spent. 

If you do not maintain your markets, they soon—— 

Senator Keravuver. $700,000 a month is $8,400,000 a year. You 
gave us the figure that you spent $50 million on sales—— 

Dr. Matcotm. That is out of $200 million total sales, Mr. Chair- 
man. You won’t find that exorbitant in terms of the fact that we 
have several hundred products that we are trying to sell. 

Senator Kerauver. What I am asking is which of your exhibits is 
correct—your chart which shows you to spend $8 million a year or 
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your table that shows that you spent $50,418,000 a year. In other 
words, you sent us—— 

Dr. Matcotm. I do not follow that. 

Senator Keravver. Selling and distribution, I take it, includes 
many items. 

Dr. Ma.cotm. Are you talking about total selling expense including 
detailed promotion, samples, andso forth? Yes. 

Senator Keravuver. For drugs, that is right. 

Mr. Dixon. You were talking about them on your chart: samples, 
journal advertising, mail advertising, other advertising, and other 
promotion. So you are talking about the same thing. 

(The chart referred to, exhibit No. 10, may be found on p. 13645.) 

Dr. Matcoitm. This is advertising and sales promotion. That has 
no reference whatever to the money spent on distribution, detailing, 
about 800 detail men. 

Mr. Dixon. Eight hundred detail men? 

Dr. Matcoutm. Yes. 

Senator Keravuver. I think we ought to get this straightened out. 
On the information you provided us in response to our subpena, you 
have listed samples, $5,814,000. That category is included in your 
chart, exhibit 10. You have direct mail, $2,600,000. That category 
is also in exhibit 10. You have periodicals, including journals, $5 
million. You have other sales promotion, $4,433,000, and other ad- 
vertising, $1,511,000. That is over $19 million right there. 

Dr. Matcotm. I am not familiar with this. Is this Form 1: Com- 
parative Income and Expense? 

May I refer that to Mr. Duncan? 

Mr. Duncan. I think probably the difference is this statement you 
are referring to, Senator, is our worldwide drug business. Now, the 
chart I think, Mr. Dixon, that you are referring to has to do only 
with our domestic advertising and sales promotion. 

Senator Keravuver. I think we ought to straighten out what it does 
or does not say. 

Is this based upon what you spend on doctors in the United States 
and on others in your international business ? 

Mr. Duncan. That is correct. 

Mr. Drxon. Do you advertise only to doctors in the United States, 
or anywhere in the world ? 

Mr. Duncan. I didn’t get that question. 

Mr. Dixon. All of your advertising and promotion is directed to 
doctors wherever they are, isn’t that correct ? 

Mr. Duncan. Yes, but the difference in those figures is that in the 
statement we have more details. That includes the doctors in the 
United States and includes only advertising and promotion expenses 
in the United States. This form which we submitted with the break- 
down is our worldwide drug business as it states here on the second 

age. 
rs Mr. Drxon. You are saying that you spent six times this amount for 
advertising and promotion outside the United States. Is that what 
you want us to believe? There is a $50-million figure here for the 
overall amount, and you say that the chart marked here and received 
in the record as exhibit 10 reflects $3.51 per doctor per month, which 
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multiplied by 200,000 is about $700,000 per month, or $8,400,000 a year. 

Mr. Kirrrim. Let me ask a question. 

Senator Keravuver. Allright, Mr. Kittrie. 

Mr. Karrrie. Mr. Duncan, when you say in your table here that 
your advertising and sales promotion is $3.51 per doctor per month, 
you do not include the cost of your detail men, do you? 

Mr. Duncan. That is correct. 

Mr. Kirrrie. This has nothing to do with it? 

Mr. Duncan. That is right. 

Mr. Kirrrte. What you include here is primarily samples, journal 
advertising, mail and so on? 

Mr. Duncan. That is right. 

Mr. Kirrrie. The cost of operating your detail program is not in- 
cluded ? 

Mr. Duncan. That is correct. 

Senator Keravuver. All right. 

Mr. Duncan. That accounts for the difference, the detail men. 

Mr. Dixon. Excuse me for interrupting you, but what is “other ad- 
vertising” on this chart, exhibit 10? 

Dr. Matcotm. I can answer that. You have window displays, coun- 
ter displays in drugstores and things of that sort, medical convention 
displays. 

Mr. Dixon. What is “other promotion” ? 

Mr. Hesse. Exhibits, films. 

Dr. Matcotm. Oh, yes, films, exhibits. 

Senator Keravuver. Very well. 


We are going to try to finish up tomorrow morning. We will stand 
in recess until 10 o’clock. Iam sorry we couldn’t get through today. 

(Whereupon, at 5:35 p.m., the subcommittee recessed to reconvene 
at 10 a.m., Thursday, September 8, 1960.) 
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THURSDAY, SEPTEMBER 8, 1960 


U.S. Senate, 
SuBcoMMITTrEE ON ANTITRUST AND MonoPoLy 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:12 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senators Kefauver (chairman), Hart, Dirksen, and 
Hruska. 

Also present: Paul Rand Dixon, counsel and staff directors; Horace 
L. Flurry, counsel; Peter N. Chumbris, counsel for the minority; 
Nicholas N. Kittrie, counsel for the minority; George E. Clifford, as- 
sistant counsel; Dr. John M. Blair, chief economist; Lucile B. Wendt, 
attorney; Dr. E. Wayles Browne, Jr., economist; Dorothy D. Good- 
win, attorney; Dr. Irene Till, economist; Paul S. Green, editorial 
director; and Gladys E. Montier, clerk. 

Senator Kerauver. The committee will come to order. I am glad 
that Senator Dirksen and Senator Hart are with us today. 

When we recessed yesterday afternoon, we had not quite cleared up 
the exact meaning of the chart following page 22 of Dr. Malcolm’s 
testimony. 

The language preceding that chart read: 

At your prior hearings, some witnesses have suggested that too much money 
is spent on pharmaceutical promotion. In Lederle’s case the fact is that in a 
typical month, we spent $1.65 on promoting the sale of our drugs to each of the 
country’s 200,000 practicing physicians, and $1.86 in advertising our drugs to 


each. We have prepared a chart illustrating how these expenditures are al- 
located. 


Then on the next page: 


It seems to me that these amounts represent the minimum that we could spend 
and expect to keep the country’s 200,000 practicing physicians informed about 
our products. 

Three dollars and fifty-one cents a month for 200,000 physicians 
adds up to about $8,400,000 a year. But you reported to us earlier 
that your selling expenses and what not amounted to more than $50 
million a year. I believe you said, Dr. Malcolm, or Mr. Duncan, that 
this does not include your detail men. 

(The chart referred to, exhibit No. 10, may be found on p. 13645.) 
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STATEMENT OF DR. W. G. MALCOLM, PRESIDENT, AMERICAN 
CYANAMID CO.; ACCOMPANIED BY GEORGE R. MARTIN, LYMAN 
DUNCAN, DR. BENJAMIN CAREY, ERNEST G. HESSE, DR. PERRIN 
H. LONG, AND WALTER MANSFIELD—Resumed 


Mr. Duncan. Yes, Senator, we have those figures. 

Senator Kerauver. Let me ask you first, what do the detail men 
do? Isn’t that the chief method of keeping the physician informed 4 

Mr. Duncan. Yes, one of our chief methods. 

Senator Kerauver. Why wasn’t that cost included, then, on this 
chart, exhibit 10? 

Mr. Duncan. The chart purports to show only the advertising and 
promotion. We were not including the detail men, and the chart, 
I think, is very clear. It isa domestic chart and says only advertising 
and promotion, which is a term we use for keeping the doctor in- 
formed by advertising to some extent on the products that are cov- 
ered by our detail men but also on the other 300 products which we 
cannot have handled by our detail men. 

Senator Krerauver. What is promotion if it does not include detail 
men ? 

Mr. Duncan. I did not hear the question. 

Senator Kerauver. I say, what is promotion if it does not include 
the work of detail men? Isn’t that your chief method of promotion 
to the physician? 

Mr. Duncan. The term we normally use, I believe it is common 
and current in the industry, is promotion normally includes the items 
which you see there, particularly made up of samples, and made up 
of the other miscellaneous items that are used. 

Senator Kerauver. The last sentence of your paragraph on page 
23 reads: 

It seems to me that these amounts represent the minimum that we could 
spend and expect to keep the country’s 200,000 practicing physicians informed 
about our products. 

That would seem to imply that this is all you are spending to keep 
the country’s physicians informed. 

Mr. Duncan. Senator, it really was not meant to. You see, even 
with a large detail force, a detail man can spend only a very limited 
time in a doctor’s office, and at most he can only talk about two or three 

roducts, so that in a year’s time, we will cover only at the outside, 
let's say, 25 or 30 of our products. We have 325 that we want to 
tell the doctor about to keep in front of him and remind him of. 
Now we do use part of the advertising and promotion expended on 
these products but a considerable amount is also expended on the 
products not on our detail program. 

Senator Kerauver. How many detail men and women do you have? 

Mr. Duncan. About 800. 

Senator Keravuver. And what is their average pay ? 

Mr. Duncan. Senator, I think the salary ranges between $600 and 
$700 a month. Now, on the next page, we do make that point, that 
Lederle sales representatives also perform an important educational 
function, so we are not trying to mislead you there. We are simply 
talking about those particular categories of our promotion, and then 
we talk about how we select our detail men. 
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Senator Keravuver. Do you call detail men sales representatives ? 

Mr. Duncan. Yes. 

Senator Kerauver. What do your figures show that you spend on 
your detail men a year in compensation ? 

Mr. Duncan. Our detail men for the total force for a year, it will 
run between $13 and $15 million. 

Senator Kerauver. Between $13 and $15 million ? 

Mr. Duncan. All salaries and expenses. 

Senator Kerauver. That includes automobiles and salaries? 

Mr. Duncan. That is right, sir. 

Senator Kerauver. And miscellaneous expenses. That does not in- 
clude the samples they give out ? 

Mr. Duncan. That does not include the samples. The samples are 
listed there under promotion. 

Senator Kreravuver. Samples, I believe, amounted to $5,800,000 in 
1958. 

Mr. Duncan. Yes. This is worldwide. On this form 1 we are talk- 
ing about our worldwide business. In our statement in the figures you 
are looking at on the chart we are talking about our domestic business. 

Senator Keravver. Is this $13 to $15 million cost for detail men, 
spent to inform, work with, and promote to the 200,000 American 
physicians? 

Mr. Duncan. That certainly is an important part of their function. 

Senator Keravver. 800 detail men—is that worldwide or is that the 
United States? 

Mr. Duncan. That is the United States. 

Senator Krrauver. How many do you have worldwide? 

Mr. Duncan. Would you explain that? 

Mr. Hesse. Under our system of distribution in the international 
field, sometimes we have people on our own payroll and sometimes our 
distributors are doing the detailing. On our own payroll, Cyanamid’s, 
Lederle’s employment worldwide is approximately, outside the United 
States, 4,000 people, of whom perhaps 1,200 are detail men. I do not 
have the exact figure. 

Senator Krerauver. You said a few minutes ago that one-third of 
your medical business was abroad, outside the United States. I do 
not see why you use more detail men abroad than you would in the 
United States. 

Mr. Hesse. Well, if you travel in India, Australia, and some of 
the other farflung places that we operate, perhaps you could appre- 
ciate better the difficulties and the productivity of the detail men 
abroad in the sense that the density of doctors and the efficiency with 
which they can operate, the automobiles that we can’t provide them 
in some places, so that in general I think it takes more manpower 
in the detailing field abroad. 

Senator Keravuver. In any event, the $13 to $15 million is spent 
on detail men domestically? 

Mr. Duncan. That is right, sir. 

Mr. Hessr. I don’t think that is correct, sir. 

If it is on form 1, form 1 includes American Cyanamid Co., and its 
subsidiaries in the drug operations. Is the $13 million that figure? 

Mr. Drxon. That is right. 
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Mr. Hessez. If that is the figure, then that includes—anything on 
that form 1 includes our worldwide operations. That is, domestic 
and foreign. 

Senator Keravuver. You have listed other selling expenditures of 
$18 million. What is that? 

Mr. Hesse. Yes, sir. 

This we are preparing an analysis on and we would like to submit 
a statement breaking that down for you, both by items and—— 

Senator Kerauver. Anyway, your chart, exhibit 10, is not com- 
plete, then ? 

Mr. Hesse. Well, it is insofar as—— 

Senator Keravver. It is quite apparent that it is not complete 
for the United States. It is quite apparent if you add 800 detail 
men—— 

Mr. Hess. Senator, I believe—— 

Senator Keravuver. Just 1 minute, please—that you are spending 
approximately three times the amount per month which you list here, 
$3.51, to keep doctors informed, if you add detail men, which is a very 
important method of keeping them informed. 

Mr. Duncan. Could f just reconcile the figure that Mr. Dixon 
brought up yesterday, where he was pointing out particularly, speak- 
ing only of the domestic business and looking at the chart, the mul- 
tiplication of $3.51 a doctor times 12 would give approximately $8 
million a year. And he was asking what was the difference between 
the $8 million and the $19 million which we show here separately as 
advertising and promotion. 

. I do have those figures and I can give them to you just very 
quickly. 

Senator Kerauver. All right, sir; suppose you do that, Mr. Duncan. 

Mr. Duncan. The difference there is approximately $11 million. 

Now, the foreign advertising which is not included and was not 
reported to be included in the chart is $5 million. Canada, which 
we also consider, of course, a foreign country, $1 million. 

Agricultural chemicals, and we told you yesterday that this is our 
worldwide, complete drug business, not just our pharmaceutical busi- 
ness, is $3.5 million. 

And our grants of various kinds are $1.5 million, which accounts 
for the $11 million; so that the figures do reconcile on the basis of 
what we tried to show. 

Senator Keravuver. That is all advertising and promotion ? 

Mr. Duncan. That is all advertising and promotion. 

Senator Kerauver. Why wasn’t that included on this chart ? 

Mr. Duncan. It is not domestic advertising and promotion, you 
see. 

Senator Keravver. I don’t understand why you bring a chart here 
and lead me to believe that this is all you spend to keep the pyhsician 
informed in the United States. Now we find that it is just about a 
third of what you spend. 

Mr. Duncan. What we really said was that this was a chart which 
covered our advertising and promotion expenditures in the human 
pharmaceutical business only in the United States, and I think that is 
pretty clearly stated, Senator. 
Senator Keravuver. Very well. 
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Mr. Dixon, do you want to pass on ? 

Mr. Drxon. Thank you, Mr. Chairman. 

Mr. Duncan. Senator, there was one other thing left open on exhibit 
22. Did you intend to refer to that, Mr. Dixon? 

Mr. Drxon. Sir? 

Mr. Duncan. You presented late last night, when we were all 
rather tired, this exhibit 22 on purchases of tetracycline. 

Mr. Dixon. Yes, we did. 

Mr. Duncan. And asked us for any comments, and we had a chance 
pathy the figures last night and we wanted to comment on that 
exhibit. 

Is this the appropriate place to do it ? 

Senator Keravver. All right, sir, you may do so now. Suppose you 
give us the percentages that you have. 

Mr. Duncan. Yes. 

Now, we have—I would like for you just to look quickly at these 
figures. It will take only a moment. What we did was—while they 
are handing them out—what this chart, exhibit No. 22, showed were 
the Tetracycline purchases from November 1956, to October 1959. 

I don’t know what implications Mr. Dixon intended to read into 
this, but he pointed out the similarity of some of the percentage figures 
shown on that chart. Now, on that chart-—— 

Senator Dmxsen. Mr. Duncan, we are getting into a new line here. 
I didn’t want to get away from advertising and promotion in asking 
a question or two. 

Suppose, after you did all your research work and perfected tetra- 
cycline—is that what we are talking about? 

Mr. Duncan. Yes. 

Senator Dirxsen. And you didn’t promote this item among the 
trade. Just what value would it have to mankind? 

Mr. Duncan. Very little, because it is essential to tell the doctors 
about it. It isinforming them of our clinical experience. 

It is really conducting a course in postgraduate medical education, 
because, as any doctor acknowledges—and Dr. Carey can speak more 
eloquently on this than I can—any doctor who has graduated from 
a medical school, let’s say, more than 10 years ago simply has not had 
formal] training in most of the most potent drugs we use today. 

Now, doctors who are very much aware of this and very eager to 
keep up to date find it very difficult in handling their busy practice 
to read lengthy clinical articles, to follow all the new developments. 

So what they do, most of them—and many surveys have shown 
this—is to welcome the visit of the detail man who can tell them about 
a product, who can answer their questions directly, if they have any 
questions; or if he wants to take the matter up further, he can refer 
them to our regular medical staff. 

So, in effect, I think most doctors will agree—and Dr. Carey can 
speak on this—that our detail men perform a most important func- 
tion in postgraduate medical education, which is absolutely essential 
for doctors today. 

Senator Dirksen. Do you rely upon professional and advertising 
advice in laying out your promotional and advertising programs? 

Mr. Duncan. Oh, yes. The professional medical advise? Oh, yes. 

Senator Dirksen. Preteunioel people in the advertising field ? 
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Mr. Duncan. Yes. And as Dr. Carey has pointed out, all our ads— 
we have a full-time, full-fledged doctor who is directly involved in 
the initial preparation of that work. 

At an early stage of the conferences on particular advertising pieces, 
Dr. Carey and his staff, professional staff, who do a lot of our clinical 
work and have done the clinical work, come into the picture. 

After the ad is completely prepared or the promotion material is 
prepared, the medical staff then reviews it, and, as Dr. Malcolm 
pointed out yesterday, we are so careful of that that I think Dr. Carey 
will tell you that in our company at least his veto is final. 

If he vetoes an ad, that is the final word. 

Senator Dirksen. What determines whether you are going to use 
a hundred detail men or 500 or 800 or 1,500? There must be a stand- 
ard, I suppose. 

Mr. Duncan. Yes, there is. It is partly a matter of competition. 
It is partly a matter of how often we can get around to doctors, be- 
cause while 800 men may seem like a good many men, when you divide 
it into 200,000 doctors, you realize that a detail man has to be on the 
go all the time to see a doctor as often as once every 2 months or 
once every 6 weeks. 

Now, very often that is not often enough. So what we try to do 
is to gear the size of our sales force, of course, keeping an eye on com- 
petition, but partly on the basis of being able to perform the function 
that they are supposed to perform. 

Senator Kreracver. Your chief promotion by detail men, I believe 
you said, was for tetracycline. 

Mr. Duncan. Sir? 

Senator Keravver. I believe you said yesterday that Aureomycin 
and tetracycline were the chief items that you promoted at the present 
time. 

Mr. Duncan. No, no. They are certainly some of our more impor- 
tant items, but we certainly have a range of others in the steroid busi- 
ness. We have a big line of vitamins. We have a whole line of bio- 
logical products. 

Senator, we have a complete line, and while we put emphasis on 
some of our newer products, we try to cover as many of the others as 
we can. It is simply physically impossible with the time a man can 
spend with the doctor to talk about more than three or four items or 
the doctor ends up being completely confused. 

Senator Drrxsen. Is a detail man informed with respect to his 
whole line of products or do you have people who specialize on one 
or two or more? 

Mr. Duncan. No. We try to keep them well informed as we 
can. Wespend a great deal of money on their training programs. We 
bring them back to Pearl River at frequent intervals to have our 
doctors talk to them, we have supervisors in the field that hold regular 
weekly metings. Now, obviously, on a newer product, if we are coming 
out with a new product there is a lot of education that must take place, 
and we spend a great deal of time educating our men on that. But we 
try to keep them generally up to date, and we like to keep our men 
as long as we can because obviously the older men after a period are 
pretty well informed on our botulism antitoxin, rabies vaccine, influ- 
enza vaccine, and our standard line of products. Therefore, we can 
concentrate on them on the newer products that are coming along. 
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Senator Dirxsen. I think you should have brought some of them 
down here. 

Senator Keravver. All right, Mr. Dixon. 

Mr. Duncan. Could I offer in the record the function of the Lederle 
detail man ? 

Senator Kerauver. You are going to talk about a new table? 

Mr. Duncan. Senator, could I offer this in the record on the detail 
man, not to read but just to put in the record? 

Senator Dirxsen. I see no reason why you should not. 

Mr. Duncan. This is a statement of their function. I would just 
like to offer this for the record. 

Senator Keravuver. Make that exhibit 23. 

(Exhibit No. 23 may be found on p. 14203.) 

Senator Kerauver. On the matter of MMSA procurement, I am 
informed Commander Weiss will be here in about 10 minutes and 
he is going to testify later on. If it is all the same to you, I would 
rather defer this discussion now. 

Mr. Duncan. Could I just read this because there really was an 
inference drawn last night that there was something peculiar about 
the figures. It wil] only take a moment, Senator, and it will set the 
background for his testimony. 

Senator Keravver. I think the figures in exhibit 22 were given us by 
Commander Weiss. 

(Exhibit No. 22 may be found on p. 13700.) 

Mr. Duncan. They really are based entirely on his figures. 

Senator Kerauver. We will get back to you in just a few minutes. 

Dr. Matcotm. This is very important to us, Mr. Chairman. You 
asked that we look it up last night. 

Senator Kerauver. Dr. Malcolm, we can assure you that in a very 
short time we will give you all the time you want to talk about pur- 
chases by MMSA. 

Mr. Duncan. Could we at least offer this as an exhibit? 

Senator Keravuver. We will make it exhibit 24. 

(Exhibit 24 follows :) 


AMERICAN CYANAMID Co. 


MMSA procurement of tetracycline, all forms, by year 





Pfizer Lederle Bristol Squibb Upjohn Total 


ce 1, 050, 969 74, 312 0 1, 125, 281 
93 7 


SR ie inatncawacwia 0 q 7 0 100 
1957— Dollars - -- aad , 296 21, 941 830, 624 42, 000 1, 402, 861 
Percent__- R 1.5 59 100 
1958— Dollars. _. 76 372, 260 546, 710 
Percent__- 8 12 
MDGS cai skntnnscnctona 5 15, 868 0 
93 1.5 0 5. § 

1960 !— Dollars...............- 27, 0% 11, 570 0 1, 370, 694 
Percent : 0.5 0 100 





Total—Dollars.........- 30,695 | 1,472,610 | 1,451,648 745, 763 42,000 | 10, 142, 706 
Percent 14 14 2 0.4 

Total, including Parmachi- 

mica ($1,500,000) (12.2 per- 

cent) .& ’ 3. 0.3 11, 642, 706 








1 Through Aug. 31. 
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Mr. Dixon. We were talking yesterday afternoon, Dr. Malcolm, 
with respect to the purchases made by the Military Medical Supply 
Agency. At the same time, of course, the Veterans’ Administration 
was buying tetracycline. For instance, based upon the information 
which we secured from the Veterans’ Administration in 1955, when 
they called for bids, they were quoted by the five sellers, Bristol, 
Squibb, Lederle, Pfizer, and Upjohn, an identical price of $19.58. The 
award went to Upjohn as the most advantageous bid because its dis- 
count was 2 percent in 15 days as compared to the 2 percent in 10 
days that Pfizer had quoted, but the price was identical except for that 
discount. 

Then in 1956, according to the information we were furnished, the 
Veterans’ Administration tried to secure a better price by buying in 
a larger quantity, and called for a bid on 30,000 bottles. This time 
Pfizer quoted $19.18 net as against the other bids of $19.58. Of course, 
Pfizer won that bid. Then in July of 1956 it called for bids on 30,000 
bottles again with same result. 

At this same time, we were informed by the Veterans’ Administra- 
tion that they had learned of the $11 bid that had been made to the 
Military Medical Supply Agency. That was your bid in 1956 to 
MMSA of $11. 

(The exhibit referred to, exhibit No. 21, may be found on p. 13689.) 

(At this point, Senator Hruska entered the hearing room.) 

Mr. Dixon. When they learned of this apparently they reported it 
to the Department of Justice but nothing happened. As time went on, 
the Veterans’ Administration tried to obtain its products through 
MMSA. I tried to get a lower price by allowing MMSA to buy its 
products for them. 

After this was done, on January 14, 1958, the bids that were sub- 
mitted to MMSA did not include any $11 price, as we traced yester- 
day afternoon. The prices quoted were Squibb, $19.18; Bristol, $19.58 ; 
Lederle, $19.58; Pfizer, $17.24, and Upjohn, $14, on only 3,000 units. 

(At this point, Senator Hruska withdrew from the hearing room. ) 

Mr. Dixon. Of course, Upjohn won that award on 3,000 units. But 
the original bid called for a great deal more; it amounted to approxi- 
mately $2 million. How do you explain that MMSA was able to get 
this tetracycline for the prices we discussed yesterday, from $11 and 
up, then back to $17 and so forth, whereas the Veterans’ Administra- 
tion never was able to get the same price? Why didn’t you quote the 
same $11 price, for instance, to the Feel? Administration ? 

Dr. Matcotm. May I refer that to Mr. Duncan, please? 

Mr. Duncan. Yes. Now, if you will look back in the record on the 
Veterans’ Administration, you will find that while they often asked 
for bids of substantial quantities, those actual invitations really were 
invitations as somebody has said for hunting licenses. In other words, 
you will find that all that happened was that they never placed any 
firm order, but they took the price that was bid. They then published 
that price to all the VA depots, Veterans’ Administration depots 
around over the country, and then they allowed the companies to go 
into those depots and sell at this particular price that was quoted. 

In other words, the quantities up until at least 1956 that the Vet- 
erans’ Administration was involved in, they were either simply invi- 
tations to quote a price which they were offering to the hospitals 
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where you had to get the business, or they were, while they might is- 
sue an invitation for a substantial quantity, the bid was always 
awarded on a much lesser quantity. 

You will find on the record of the VA purchases over a period that 
their purchases are actually very much smaller than the Army pur- 
chases. That is one part of it. So we had to incur a considerable 
amount of expense if we got those bids in going around and really 
selling any merchandise. The other is, of course—there is one other 
thing, too. 

Senator Keravuver. On that point, you have never made any differ- 
ence in your price to the pharmacist or to the MMSA based upon the 
size of the order, whether it is a million or whether it is 42,000. You 
have always tried to maintain the price of $19.58. The size of the 
order doesn’t seem to make any difference in your price charged. 

Mr. Duncan. Let me tell you, as far as the Armed Services Pro- 
curement are concerned their bids have been, and their orders that 
have been placed have been, for very substantial quantities, quanti- 
ties like 50,000 bottles or 90,000 bottles. There have been, if you 
look at the record, a few fill-in orders by the Armed Services Procure- 
ment Agency, but, Senator, when we attempted to say we ought to 
charge really a higher price because we quoted you that former price 
on a much larger order, you know, there were howls of protest. They 
pointed out that their former orders had been very large, their subse- 
quent orders had been large. This was merely an accommodation 
quantity which they wanted and, therefore, there was so much fuss 
about trying to distinguish on quantities that because their business 
was big we let it go. 

There was one other advantage 

Senator Keravver. Just to put a specific case in the record, you bid 
$19.58 on a $42,000 order to MMSA on January 14, 1958. 

Then in June 1958 you bid $19.58 on a $1,611,000 order. So I can- 
not find any evidence here that there is any differential whatsoever 
based upon the size of the order. 

Mr. Duncan. We bid our regular catalog price to the Armed 
Services Procurement regardless of the size of the order. 

Senator Krerauver. But the point Mr. Dixon is bringing out is 
that at the very time you were bidding $11 to MMSA and the very 
time Pfizer bid $11 to MMSA, you were charging the Veterans’ Ad- 
ministration $19.58. 

Mr. Duncan. That iscorrect. Now, the other point is in the Armed 
Services Procurement purchases—— 

Senator Keravuver. How could you bid $11 to MMSA on—— 

Mr. Duncan. It wasa large order of about—— 

Senator Dirksen. Why not give Mr. Duncan a chance to answer 
the question? There have been half a dozen questions and I have not 
heard a completed answer yet. 

Senator Keravuver. Let me get the question out. 

Senator Dirrgsen. All right. 

Senator Kerauver. At the very time in October 1956 when you, and 
then later on in May 1957 when Pfizer bid $11, at that very time on 
a very large order of the Veterans’ Administration, 30,000 bottles, you 
were charging them $19.58. 
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Mr. Duncan. That is our regular price. That has been our regular 
price to the Veterans’ Administration. You see, what I was trying 
to say was that first of all up until that time you are pointing to, the 
Veterans’ Administration’s purchases had never been of any particular 
consequence. They always insisted on the privilege of returning the 
merchandise if they did not use it all, which the Armed Services 
Procurement never did. There is another important point that I 

ointed out yesterday. We have always considered that the MMSA 

usiness is sort of extra business. We cannot count on it. We do not 
incur the normal costs that one incurs for promotion and distribution, 
because normally they take it in one shipment or two shipments, and 
it is a national defense sort of thing. So what we tried to do was 
to bid to the armed services at a price which we felt was a special 
bargain price. 

Sometimes we had excess inventories, there were other reasons why 
we wanted a production run and we were willing to bid on a lower 
basis; the reason being the MMSA has never been—that has been sort 
of a windfall when we got that business. We obviously would go 
broke if we even approached that price for our regular business. The 
Veterans’ Administration is in an entirely different category. Not 
only are their purchases smaller, but they are much closer to the 
civilian market. There are 200 VA depots scattered around over the 
country. Many civilian doctors who practice in those communities 
also practice in the Veterans’ Administration. We simply did not 
feel in this particular case that when we took account of the savings 
that were possible, that the $19.58 was an unreasonable price to the 
Veterans’ Administration. We have always consistently considered 
that as a business in between our military business and our regular 
civilian business. We did not feel that we could possibly afford to 
give them the same price. What we subsequently did, as I told you 
yesterday, was to decide that what we would do, we would come back 
and we would bid a standard Federal Government price which is pub- 
lished in our catalog to Federal agencies. 

Senator Keravver. So you did not consider the MMSA business 
very profitable, did you? 

Mr. Duncan. No, not particularly profitable. 

Mr. Drxon. Mr. Chairman, before you leave that point, I believe you 
stated, Mr. Duncan, that the Veterans’ Administration never in the 
past bought in large quantities. 

Mr. Duncan. That is right. 

Mr. Drxon. I have before me exhibit 21, which lists bids to MMSA. 
In October of 1956 you bid $11 and won the award. In May of 1957 
Pfizer bid $11 and won the award. Now in September of 1957 the 
a Administration sought 50,000 bottles. That is not a small 
order. 

Mr. Duncan. How much did they award? You see, they always 
quote very large quantities to lure you into a low price. 

Mr. Drxon. The total price was $880,000. That is not insignificant. 
The unit price secured from Pfizer on that order was $17.60. But 
Lederle bid $19.58. 

Mr. Duncan. Was the award—the award was $880,000? If so, it is 
the biggest order they had ever placed. 

Mr. Drxon. Then again in March 1958 on an advertised bid for 
$50,000, Pfizer bid a $17.24 unit cost for a $862,000 order. 
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Mr. Duncan. Mr. Dixon, without those figures in front of me, I 
cannot check all the figures and see just what you are talking about. 
J am merely saying that the awards, except for maybe the one you are 
mentioning there, have always been small. Mostly they were merely 
hunting licenses, not firm contracts as they were with the MMSA. 

Mr. Dixon. The observation I make, Mr. Duncan, is this: Twice 
MMSA was able to secure tetracycline in boitles of 100 for $11. At 
that time the Veterans’ Administration was paying considerably more, 
about $19.58. The VA went to the MMSA trying to get its order 
grouped with the MMSA order, and the next time that MMSA came 
back and tried to purchase a sizable order, the price went back up 
from $11. 

Mr. Duncan. I was never aware—— 

Mr. Drxon. And stayed up. 

Mr. Duncan. In fact, I had always wondered why the MMSA had 
not been buying for the Veterans’ Administration for several years. 
In fact, I once asked Captain Wise why that was not the case. I have 
never had any information to this day that they were doing that or 
were interested in doing that. 

I raised the question because they are both Federal Government 
agencies and I could not understand myself why they did not get 
together. But I never had any information that they ever had or that 
the proposal had been made. 

Senator Keravver. I do not know whether we completed the pat- 
ent question yesterday or not. You said when this patent matter was 
settled, Pfizer insisted on buying tetracycline from you in bulk. They 
were not manufacturing it at that time themselves. 

Dr. Matcotm. No. We were the only manufacturer of tetracycline 
at that time. 

Senator Krerauver. Do they manufacture it now ? 

Dr. Matcotm. Yes; they do. 

Senator Krerauver. How long did you supply them theirs in bulk? 

Dr. Matcoitm. I do not know the exact period in term of weeks, 
but it was a very short period of time. 

Senator Keravuver. Was that the finished product ? 

Dr. Matcotm. That was in bulk form. 

Senator Kerauver. Ready to be tested and bottled or capsuled ? 

Dr. Matcotm. Ready to be tested, bottled and finished. 

Senator Kerauver. What was your price to Pfizer? 

Dr. Marco. I do not recall exactly the price, but I think it aver- 
aged out in terms of the total quantities they purchased in the neigh- 
borhood of 37 cents a gram. 

Senator Kreravuver. 37 cents a gram? 

Dr. Matcotm. Yes. 

—* Keravuver. It might have been a little below or a little 
above ? 

Dr. Matcotm. In the beginning it might have been a little above, I 
do not know. But it averaged out around 37 cents a gram. 

Senator Kerauver. And what was to be done to that afterwards? 
You made a good product. They tested it, bottled it, and put their 
label on it ? 

Dr. Marcotm. I presume so. After it left our hands, it was, of 
course, their responsibility. 
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Mr. Dixon. You did not lose any money on that sale; did you, sir? 

Dr. Matcotm. I would not know. That was in the earlier period of 
the manufacture of tetracycline. We probably didn’t know it. I 
wouldn’t know it. I refuse to speculate on that. 

Mr. Drxon. I have been informed that at about 37 cents a gram, that 
is about 8 or 9 cents a tablet. 

Dr. Matcotm. The point that I made yesterday was that this was 
— of the agreement that was reached, that was insisted upon by Mr. 

cKeen, and I went into great detail, I think, to explain why that was 
important. 

enator Krerauver. Let’s see, did I understand that a 250-milligram 
tablet sells at the drugstore for 3114 cents? 

Dr. Matcotm. Mr. Chairman, that was part of that particular agree- 
ment. It has no relationship to anything that is going on afterwards. 

Senator Krravver. And one gram is enough to make four 250- 
milligram tablets, so that, I take it, 250-milligram tablets at the bulk 
price would be about 8 cents a tablet? 

Dr. Matcoim. The price it was sold to Pfizer, as I told you, and I 
will repeat it again, was part of the agreement. The price that we sold 
to them at did not include any of the selling or detailing or advertising 
a costs. We average about 25 cents per tablet on our 
sales. 

Mr. Drxon. Mr. Chairman, before we leave that point, I would sug- 
gest we make as exhibit 25 the Veterans’ Administration’s bids for 
tetracycline. 

Senator Kerauver. Yes. If you have any comment you want to 
make about them, you can file them following this exhibit. 

(Exhibit No. 25 may be found on p. 14209.) 

Dr. Matcotm. Thank you. We will doso. 

Mr. Dixon. Mr. Chairman, I understand Commander Weiss is here. 

Senator Kerauver. Commander Weiss, why don’t you come around 
where you can hear? 

Dr. Matcotm. Mr. Chairman, you realize that we have some people 
here, too. We came here yesterday with the understanding that we 
would be called for a hearing for 1 day. Now here we are here again 
today. As you can see, there are a few of us concerned in this, too. 

Senator Krrauver. We are doing the best we can, Dr. Malcolm. 

Dr. Matcotm. You understand the difficulties of transportation and 
the arrangements of transportation under existing circumstances. 

Senator Krerauver. Very well. We have had several long state- 
ments and all I wanted was for Commander Weiss to be in a position 
where he could hear what was said so that when he testifies he can 
make any explanation he wants. 

Just sit down at the press table over here, Commander Weiss. 

It wasn’t my intention to have him testify now. 

Dr. Matcoum. Thank you, sir. That is very kind. 

Senator Krravver. Now, you go ahead with any explanation you 
wish to make of exhibit 24, Mr. Duncan. 

Mr. Duncan. Oh, yes. This is the one where I was able to make a 
study here of the purchases of the tetracycline by the MMSA since 
1956. Now, the exhibit I wanted to put in here, and could Commander 
Weiss have a copy here, the only thing that I had concluded when I 
looked at it was, Mr. Dixon, you picked the one period in the whole 
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4 years to come out with these figures. I broke it down, first of all, 
as you will see here on the exhibit, by years, and if you will check it 
in 1956 you will see that Lederle got 93 percent of the tetracycline 
business in the MMSA and Bristol got 7. In 1957 Pfizer got 36, we 
got 114 and Bristol got 59. Upjohn got an inconsequential amount. 

In 1958 Pfizer got 53, Lederle got 8, Bristol 12, Squibb got 27. 

In 1959 Pfizer got 93, we 114, Bristol none, Squibb got 514, and 
— got none. 

ow, In 1956, the point I was making, I couldn’t recollect it directly 
but I knew there was a large pediatric sirup awarded to Squibb and so 
it shows there. Squibb got—the purchases there—98 percent of the 
business. 

Now, if you look at those totals and let’s bring them up to date 
instead of picking an arbitrary period like November 1959, you will 
find that Pfizer has 44 percent of the business, Lederle had 14, Bristol 
had 14, Squibb had 27, and Upjohn had to 0.4. 

Now, another very interesting thing, too; let’s just include the 
Italian purchases in this and bring it up to date to the present time. 
So we are not picking an arbitrary period. 

You will notice there at the bottom those are percentage figures in- 
cluding all the Italian purchases, so this means all the tetracycline 
purchased by the MMSA since they first purchased tetracycline, and 
let’s take a look at these figures. 

Pfizer has 39 percent, Lederle has 1214, Bristol has 1214, Squibb 
2314, Upjohn 0.3 and the Italians have 12.2. 

o now we have got three similarities that are entirely different. 
Bringing it up to date, we have got Lederle, Bristol, and the Italians. 

Dr. Brair. Mr. Chairman, may I just utter a word of clarification 
here? 

The figures obtained from the MMSA were obtained for the time 
period before the Italians had entered the American market. There 
was a purpose in stopping the time period before the injection of the 
Italian competitive price into MMSA’s buying operations for tetra- 
cycline. The purpose, of course, was to show what the situation was 
before the entrance of an outside seller who, it turned out, did sell at 
a much lower price than had been offered by the American firms. 

Now, the Italian firm moved into the market with the award in 
December 1959. Consequently, our time period deliberately was 
chosen to stop short of that entry by the Italian firm. 

There are two differences of any significance between the totals in 
the table that you have supplied, Mr. Duncan, and the figures sup- 
plied to us by the MMSA. One is the award to the Italian firm, 
Farmachimica, amounting to $1,500,000. The other is an award of 
some $1,294,000 to Squibb in the spring of 1960 for an oral form of 
tetracycline. The reason for excluding the Farmachimica award has 
been explained above. And since it was desired to eliminate from 
this analysis awards to any firm, whether United States or foreign, 
after the entrance of the Italian firm into the market, the 1960 Squibb 
award does not appear. So with those two differences the totals are 
reconciled. 

Senator Kerauver. I think we understand the new charts. 

Senator Dirxsen. Mr. Duncan, if they didn’t come into the market 
until December of 1959, there would be no substantial alteration of 
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the figures as you have broken them down over this period of time, 
just judging from a hasty glance at these percentages, so I don’t know 
that it makes a particle of difference when the Italians came in or did 
not come in. 

Mr. Duncan. I don’t either. I just feel it is a period when these 
figures had a peculiar sort of statistical chicanery so far as I can make 
out, selecting the period where you get these strange kinds of figures. 
Honestly, I don’t see why you don’t bring it up to date or pick any 
other period, but why particularly this period ? 

Mr. Drxon. It is now up to date. 

Senator Dirksen. That is an interesting question. You see this is 
the political season. If you follow these political speakers, they fol- 
low the old saying that the Devil can cite Scriptures to his purpose, 

ou see. 
. Senator Krravuver. We are trying to keep political considerations 
out of this. 

Senator Dirxsen. That was not meant to be a political note at all. 

Mr. Duncan. I don’t like these figures at the bottom of the page 
because it makes the similarity between ourselves, Bristol and Italian 
companies too close here and frankly with Commander Weiss here 
I would like to say the Italian pharmaceutical industry is a most 
distasteful bedfellow so far as we are concerned. 

Senator Keravuver. After the Italians entered the market, there 
was some change in bidding by the American companies, I believe. 

Mr. Duncan. Not by us, Senator. 

Senator Krerauver. By the others, anyway. So that the price has 
been broken to some extent. Both charts show what they show. It 
was explained that the first chart was made up to the time when the 
market was broken, as you might say, disrupted, by the entrance of 
the Italian bidder into the field, and I think that does show the divi- 
sion of the market up to that time before another element came in. 

I don’t see any chicanery. 

Mr. Duncan. No—— 

Senator Keravver. Or anything misleading in that. 

Mr. Duncan. Any other period except that one period the figures 
are completely different. You have to pick exactly that date. 

Senator Krravver. This is from the beginning up to the time the 
Italians entered the market. This is taken from exhibit 21, which 
was prepared from information which the MMSA sent to us up to 
the time of the Italian orders, when another situation did come into 
the market. 

Senator Drrxsen. Mr. Duncan, why not get up a little comparative 
table differences in labor costs between there and here: overhead, 
equipment, raw materials. 

Mr. Duncan. Yes. 

I would just like to make a little bit of a point of that, because 
our price is being compared with the Italian price and we are being 
asked to meet them. 

I would just like to say, just very briefly, Senator, on that point, 
that really what has happened, as Dr. Malcolm pointed out to you 
yesterday, that ever since Mussolini knocked out the law providing 
patent protection for pharmaceuticals in Italy, there has been no 
research done there. 
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While Italian names are prominent in every other field of science, 
there has not been a single medical product of any consequence com- 
ing out of Italy since that law was abrogated. 

Now, what actually has happened is that the pharmaceutical indus- 
try—we have got a nest of pirates there operating in a sanctuary 
which this lack of a patent law actually provides. 

What happens is this: When we bring out a new product in this 
country or when a new product comes out in Germany, Switzerland, 
or anywhere else, these people simply have someone pick up the 
product, fly it to Italy, and they start duplicating it. 

Now, they use other devious means of getting it a little earlier so 
they can also try to have it on the market at the same time, and they 
are absolutely immune from any kind of suit. 

As if this was not bad enough—that they do no research and pro- 
duce no products—they do not even want to do their own process de- 
velopment work to produce such products. 

Just to show you how brazen they have become, I have here a copy of 
the Chemical Engineering News of May 30, 1960. On page 40 here 
is an ad and this is one of the most brazen things I have ever read. 

It is headed: 


Processes wanted: Foreign manufacturer seeks information or consulting serv- 
ices for production of antibiotics, vitamins, steroids and pharmaceutical chemi- 
cals, by microbiological and synthetic organic techniques. Products willl be sold 
only in foreign countries where patents do not apply. All replies held in strictest 
confidence. Unusually attractive compensation. Write to representative pres- 
ently in U.S.A., Dr. Angelo Mancuso, 15 Bergen Boulevard, Fairview, N.J. 

Now, this Fairview, N.J., is located on the New Jersey side of the 
George Washington Bridge. It is less than 20 miles from our plant at 
Pearl River, and it is very convenient to Merck’s plant at Rahway, and 
the Squibb plant and several other plants in that area. 

What this is—and I would like to offer this in evidence—is an open 
invitation to our employees to attempt to steal our cultures on which 
we have expended sometimes $3 and $4 million and turn them over to 
this foreign manufacturer for use in Italy. 

They don’t even want to develop their own processes or their own 
cultures. 

Now, as far as wage rates are concerned, you have had some evi- 
dence here. The average wage in Italy in industry is less than $14 a 
week. Our average is $84 a week, which is about six times as much. 

And what is even worse than all this, what the Italians are really 
doing is dumping in this country. As Dr. Blair, who is an economist, 
well knows, that is one of the most destructive and pernicious practices 
that any country can actually practice. 

What happens is that they are able, by operating in a protected 
market, they are able, therefore, then to take only the absolute cost, 
the dollars they have to pay out of the pocket to produce an extra 
quantity, and sometimes this is only a minimum amount of the raw 
materials they have to use, and quote ridiculously low prices to sell it. 

Now, as Dr. Blair knows, most commercial countries, in order to 
protect themselves against this completely destructive practice, will 
have some kind of laws which provide that when you are importing 
the foreign producer shall not be allowed to sell at a price which is any 
lower than the price which he offers to a similar class of trade in his 
own country. 
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Now, I have been trying to get some figures on this, and I can tell 
you that in general the quoted price in Italy is about exactly—almost 
exactly the same price as ours, just about $24 a hundred. 

Now, with all the wheeling and dealing that takes place in that 
chaotic market, the lowest price we have ever heard quoted over there 
is $16 a hundred, and yet you have seen the ridiculous prices that have 
been quoted here. Now, this is bad enough, but we could tolerate this. 

I mean, as I have told you, we don’t count on Army business to sup- 
port our plant. 

We could tolerate this. 

But what is really dangerous about this—and let me go back to this 
comment here—you will notice how, in order to salve the conscience 
of any employee who might read this ad and be inclined to take it up, 
what he says, that the products will be sold in countries where patents 
don’t apply. 

Now, he doesn’t really mean that. What he really means is that 
they will offer these products, as we have said, in 84 foreign countries. 
Now, because they operate in a sanctuary, we can’t get at them in 
Italy. What we have to do is to sue them in each of these 84 countries. 

Well, obviously, they operate for a period and when the pressure 
gets heavy, they drop out of this country and they concentrate in an- 
other country, or there are new products coming along in some other 

lace. 
” The thing that is so bad about this is that this is really going to 
affect our employment situation in our pharmaceutical industry here 
in the United States. As we said yesterday, we have about a third of 
our business which is being done abroad at the present time. 

That affords employment to a great number of our people. 

Now, in order to attempt to cope with this kind of competition, what 
we have been compelled to do is to invest a lot of money in foreign 
plants, which we were quite happy to do, but even this will not enable 
us to compete. 

What will —— after a period, if these people are allowed to 
continue on this basis, is that we just won’t be able to compete even in 
cur own market. In other words, we would not even consider such 
action unless we were on the verge of bankruptcy, but we may be com- 
pelled—and this is going to happen to other industries—to actually 
manufacture abroad for some of our market here in the United States. 

Now, this is a case where really you have got the Tripoli pirates, 
who have moved across the straits and are operating in Italy. I 
really think that as a matter of public policy this thing ihoak be 
given the most serious consideration because of its widespread conse- 
quences. We are not alone in protesting about this. This situation 
is so bad and so critical that for 3 or 4 years Germany, Switzerland, 
and our own State Department have been cooperating with reputable 
manufacturers in Italy in working with the Italian Government to 
attempt to get some kind of a decent patent law, because Italy is the 
only nation, the only commercial nation in the whole world, that does 
not have some kind of patent protection. 

So we now find that our own medical procurement agency—they 
are condoning this practice. They are not only condoning it, they 
are encouraging and helping to finance it. That is why we feel so 
strongly about this business of buying this material overseas. 
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Senator Dirksen. May I suggest, Mr. Chairman, at this point that 
you supplement this statement you have just made with some addi- 
tional observations and perhaps the recommendations that come to 
your attention. I would like to see them made a part of the record. 

Mr. Duncan. I will be glad to doso. 

(A memorandum subsequently submitted may be found on p. 16431.) 

Senator Dirxsen. For the very good reason that after discussions 
with the President on this question of the impact of foreign com- 
modities on the domestic market, I did introduce a resolution which 
set up what I thought was a high-level commission representative of 
labor, agriculture, business, industry, and the public, and to let them 
survey this problem rather than to have Government personnel do 
it, or rather than have Members of Congress do it. I believe those 
most affected should have something to say about it. But, unfor- 
tunately, I couldn’t get that resolution out of the Committee on Inter- 
state and Foreign Commerce. 

So this is a matter of genuine concern and broad interest. That is 
the reason I would like to have you supplement your remarks and 
make what suggestions and recommendations come to your attention, 
based upon your experience in this field. 

Mr. Duncan. Right. I will be happy to do so. 

Senator Kerauver. You had something you wanted to make an 
exhibit ? 

Mr. Duncan. Yes. 

Senator Kerauver. Pass that up and we will make it an exhibit. 

Mr. Duncan. We have an excerpt here that is more legible. 

Senator Kerauver. The excerpt will be made exhibit 26. 

(Exhibit No. 26 may be found on p. 14225.) 

Senator Keravuver. That excerpt is the ad you read from the 
magazine ? 

Mr. Duncan. Yes; and I will be glad to supply this copy with the 
page marked. 

Senator Keravver. Admiral Knickerbocker will testify on tetracy- 
cline. You don’t have any patent on the product you sell ? 

Mr. Duncan. We do not. 

Senator Keravver. All right. 

Mr. Dixon. Before you leave that point, we should set the record 
straight. Italy does not have product patents. They have process 
patents; isn’t that correct ? 

Dr. Matcotm. No, they have none. 

Mr. Duncan. None whatever. 

Dr. Matcoum. None. 

Mr. Dixon. None at all? 

Mr. Duncan. Not in the pharmaceutical business. They do in 
other lines. 

Mr. Dixon. But not pharmaceuticals? 

Mr. Duncan. That is right, Mr. Dixon. 

Mr. Dixon. I believe, from the documents that we have, that Alfar, 
the Azienda Laboratori Farmaceutici in Sicily, is now your sub- 
sidiary, isn’t that correct ? 

Dr. Matcotm. No. We bought their drug production assets. 

Mr. Dixon. It is my understanding that Farmitalia is a sub- 
licensee of Alfar, is that correct ? 
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Dr. Maxtcoum. May I direct your questions on this to Mr. Hesse, 
who is responsible for these international activities? 

Mr. Dixon. Can you answer that question ? 

Mr. Hessz. Prior to the acquisition of Alfar, Farmitalia was a sub- 
licensee of Alfar. They are no longer. 

Mr. Dixon. They are no longer? 

Mr. Hesse. No. 

Senator Kerauver. When did you acquire Alfar? 

Mr. Hessr. About a year ago. 

Mr. Dixon. When did this connection with Farmitalia cease—when 
you bought Alfar? / 

Mr. Hesse. Approximately at that time. The relationship even 
among the gay and happy Italians was not of the gayest and they 
broke before we acquired them. 

Mr. Dixon. I want to trace that relationship. 

Prior to the time you bought them, Alfar had as its sublicensee 
Farmitalia? 

Mr. Hessr. That is right. 

Mr. Dixon. And Farmitalia made tetracycline in bulk, is that cor- 
rect ? 

Mr. Hessp. No. They madecrudeaureomycin. They did not make 
tetracycline. They made chlortetracycline, which they turned over to 
Alfar, who, in turns, converted it to tetracycline, formulated it and 
sold it in Italy. 

Mr. Dixon. So Farmitalia was not infringing, then? 

Mr. Hesse. No, they were not, to our knowledge. 

Mr. Drxon. Alfar, then, was the infringer? 

Mr. Hessr. No, they were not. Alfar was the licensee of American 
Cyanamid Co. to make, use, and sell chlortetracycline. They chose to 
sublicense Farmitalia for whatever reasons they may have had, finan- 
cial or otherwise, and to which we consented, but only to make for, 
and only for, Alfar. 

This was a deal which Alfar made themselves with Farmitalia. 
Presumably—and I probably should not conjecture—but I would sup- 
pose because they did not want to make the heavy investment. 

May I just add that the product made by Farmitalia under this li- 
cense was not the finished Aureomycin. It was a crude product, an in- 
termediate, as it were, so that this product could not have been sold 
that was made by Farmitalia at that time. 

. a Drxon. As I understand it, Framitalia could not sell except in 
ulk, 

Mr. Hesse. Under this agreement. They could sell bulk, crude 
chlortetracycline, and only to Alfar. 

Mr. Dixon. The company that sold tetracycline to MMSA in De- 
cember 1959, was Farmochimica. 

Mr. Hesse. Farmochimica Calosi is the name of that company. Far- 
mochimica just means pharmaceutical chemical. 

Mr. Drxon. They secured the bulk of tetracycline from Farmitalia ? 

Mr. Hesse. That may very well be. We have no control over what 
happens in Italy. 

As Mr. Duncan has pointed out, this is part of our statement here 
that we deplore the methods of doing business in Italy. 








ADMINISTERED PRICES 13727 


They have no license from us or from anyone else. They have no 
right to do this. They have no right to make either Aureomycin or 
tetracycline under any agreement with the American Cyanamid Co, 
or anyone else, to my knowledge. 

Mr. Drxon. Under the basic agreement which you had with Alfar, 
under article 8, with respect to the supply of material, this appears: 

The price of such crude Aureomycin shall be 50 cents U.S. funds per gram of 
contained pharmaceutical Aureomycin (as determined by chemical assay in ac- 
cordance with the method set forth in exhibit B hereunto attached, or its current 
counterparts of which Alfar shall be duly notified) FAS New York, N.Y. for as 
long as Cyanamid’s regular wholesale export selling price per gram of pharma- 
ceutical Aureomycin in packaged specialty form in bottles of 16 capsules of 250 
mg. each is $1.01 in U.S. funds, FAS New York, N.Y. 

So, actually, what you were doing there with this agreement was 
pegging the price with Alfar to the wholesaler, were you not? 

Mr. Hesse. I don’t see how that exactly follows. This was an in- 
terim period during which we were to supply in bulk. 

Were we to supply him from the United States with the regular 
product in finished form which we had been up to that time, the price 
would have been at the equivalent of —— 

Mr. Drxon. I would understand that their price for crude depended 
upon your wholesale price of 25 cents a tablet. 

Mr. Hessr. Are you reading from a supply agreement now ? 

Mr. Drxon. Yes, sir. 

Mr. Heese. This supply agreement is just what it says, a supply 
agreement. It has nothing to do with Farmitalia or the sublicense. 

Mr. Drxon. This isa license agreement. 

Mr. Hesse. It is contained in the same agreement ? 

Mr. Dixon. Yes. 

Mr. Hesse. This relates only to the supply, and it has to do only 
with the problems of Alfar, who wanted to be sure that they could 
continue to buy at the same price. 

Now, if the price went down, the price of the crude would move 
downward, too, in the event that they wanted to be price protected. 

Mr. Drxon. Just how were the Italians “gypping” you, if you were 
going to get this for your crude? 

Mr. Hesse. I don’t quite follow. Who was “gypping” whom ? 

Mr. Drxon. I heard the expression by Mr. Duncan that the Italians 
were “gypping” somebody. 

Mr. Hesse. We are talking about two different periods now, aren’t 
we, Mr. Dixon? We are talking about a period during which this 
Farmitalia had a legitimate sublicense to produce a crude product 
for, and only for, Alfar. That is the period under which you are 
now discussing, except that in the statement you now read, that was 
intended to cover the period until such time as it could be supplied 
by Farmitalia, and was merely a price protection for the Alfar people, 
who felt that having agreed to a 50-cent price, in the event that the 
price deteriorated in the world, that they could not afford to continue 
to pay the 50 cents and they would like to peg their import cost, to 
the world price for tetracycline and Aureomycin. 

That is all that was involved in that stage. 

Then we come to the next stage when they stopped buying and the 
license became operative. 

35621—61—pt. 24-9 
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Now, the period Mr. Duncan speaks of is the period after the expira- 
tion of the agreement or the disagreement between Farmitalia and 
Alfar and our date of acquisition, at which time Farmitalia joined the 
ranks of Laikti and the eight others who are now manufacturing 
tetracycline and trying to sell it all over the world. 

Mr. Drxon. All right, sir. 

Now, I want to address myself to the recently announced 15-percent 
price reduction of antibiotics. 

Mr. Duncan, are you going to answer, or is Dr. Malcolm? 

Dr. Matcotm. Mr. Duncan. 

Mr. Drxon. All right. 

Mr. Duncan, on or about August 1, there appeared in the press an 
announcement that a 15-percent price reduction was going to be made 
across the board on broad-spectrum antibiotics. 

Will you explain to us your method of merchandising tetracycline 
as an example, or all of your antibiotics, to the retailer prior to this 
time? 

Mr. Duncan. Yes. 

We have a number of so-called direct accounts to whom we sell 
directly. We supply them from about 13 of our branches located all 
over the country. 

These accounts consist not only of drugstores but of a number of 
private hospitals. We also—those are the direct accounts we handle 
and they are the larger and more important accounts. 

We also supply our products through the wholesaler to whom we 
gave at that time a discount, I believe, of 1624 and 5 percent below 
the retail price. 

Mr. Dixon. 1624 plus 5? 

Mr. Duncan. We are talking tetracycline. It is easier to talk a 
specific product. 

Mr. Drxon. Yes, sir. 

That was the condition that existed prior to your change? 

Mr. Dunoan. Yes. I believe the prices were $30.60 to the retail 
trade per bottle of a hundred and the wholesale price, $24.22, or 
something like that. 

Mr. Drxon. $24.22. 

Now, what is the change that you have made? 

Mr. Duncan. Pfizer was the first company that made the move. 
They reduced—let me take a moment—they reduced the price to 
direct accounts by 15 percent, and that figure, as I remember, was 
around what—$26? Somewhere around that figure. 

Senator Keravver. $26.01. 

Mr. Duncan. $26; that is correct. 

Now, we followed that. This happened on a Saturday. They tried 
to steal a march on the industry, I guess. They sent out telegrams 
to the trade on a Saturday. 

Senator Keravver. They tried to do what? 

Mr. Duncan. Steal a march on the rest of the industry, I suppose, 
because they did this on a Saturday. 

Senator Kerauver. You mean after 10 years of operation, they 
should suddenly steal a march on you? 

Mr. Duncan. Yes, Senator. 

These things happen very rapidly. If you can get any kind of an 
advantage on your competitors, you try to do so. 
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So they confronted us, they did this, as I recall, on a Saturday 
morning, and the first thing I heard about it was at 8:15 on Monday 
morning, when my sales department was in my office practically hav- 
ing hysterics about meeting it immediately. 

enaben Drmxsen. It proves there is no competition, doesn’t it? 

Mr. Duncan. Yes. 

Mr. Drxon. Let’s keep to the subject. And you met it? Did you 
meet their price? 

Mr. Duncan Yes; we met it. 

Mr. Drxon. Just exactly how did you meet it? 

Mr. Duncan. Prior to that time, going back for a long time, we 
had had a so-called Lederle plan. Now, under the Lederle plan our 
direct accounts with whom we dealt directly, and we were happy to 
deal directly with anyone who could give us a substantial order a 
month, was to allow them an extra discount of 714 percent, I think, 
on a $50 order and 15 percent on a $100 order. So what we did— 
now, let me say this was the case on all our products with the sole 
exception of our antibiotics. Now, what we did in order to meet this. 
price immediately was to put the tetracycline on the regular Lederle 
plan, so that it meant that any direct account buying a $100 order 
would buy it at $26.01. 

Mr. Dixon. He would get 15 percent off ¢ 

Mr. Duncan. Yes. 

Mr. Drxon. If he bought a $100 total order? 

Mr. Duncan. Yes. 

Mr. Drxon. Prior to that time, if a retail pharmacist wanted to 
buy antibiotics or tetracycline, he had to go to the jobber to get it, 
is that correct ? 

Mr. Duncan. Or to us. ' 

Mr. Drxon. Or to you. 

Mr. Dunean. Yes. 

Mr. Drxon. In the past, would you give him 15 percent off if he 
came straight to you? 

Mr. Duncan. No, we did not have that on the Lederle plan. 

Mr. Drxon. So in the past he went to the wholesaler for it? 

Mr. Duncan. Actually, he did not. Specifically, the business was 
divided about 50-50. In other words, the wholesalers did about 50 
og of the antibiotic business and we did the other 50 percent 

irect. 

Mr. Drxon. Let’s talk about those who did go to wholesalers. If 
they went to the wholesaler, the wholesaler got a price of 1634 percent, 
plus 5 percent discount ? 

Mr. Duncan. Yes. 

Mr. Dixon. Under your new ee if the retailer comes straight 
to you, he will only get 15 percent 

Mr. Duncan. That is correct. 

Mr. Drxon. So actually, on the business that previously passed 
through the wholesaler’s hands and that may come straight to you 
from the retailer, you will come out the winner, won’t you? There 
is the difference between 1624 plus 5 and 15, is that correct? 

Mr. Duncan. To that extent, yes. 

Senator Keravuver. Let’s see if I get this clear. You mean that 
whereas previously your wholesaler got 1634 plus 5, as his margin, 
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and then when the retailer purchased at $30.50 from you, he pur- 
chased it at the same price from the wholesaler. 

Mr. Duncan. That is correct. 

Senator Kerauver. And now, you have given the retailer a 15 per- 
cent discount when he purchases it directly from you. Have you 
done nothing to enable the wholesaler to continue his business? 

Mr. Duncan. Up to this point this is a practice which we have fol- 
lowed on all our other products for quite a long time, Senator. What 
we have done, on all the products except tetracycline for a period of 
several years we have had this plan in effect. What we tried to do is 
this: We can handle the larger accounts on a direct basis, and we 
do, and have been doing so on our other products for quite a long 
time. Now, on many of the smaller drugstores and small accounts, 
over the country, those are normally the accounts that the wholesaler 
handles. In a typical product 30 to 35 percent of the business will 
go through that wholesaler. He performs many functions for them. 
He fills out their line. 

Senator Krerauver. Yes, we know that, but as to the wholesalers’ 
situation on tetracycline, he only has left a 634-percent margin in which 
to operate. 

Mr. Duncan. Yes. Now, actually, each company’s distribution 
plan varies very considerably. 

Senator Keravuver. I am just talking about your plan. In other 
words, he did have a 2124-percent margin on which to operate. He 
now has only a 624-percent margin because you have not given him 
a discount. 

Mr. Duncan. In many cases you will find that the wholesaler, be- 
cause he performs these other functions, charges a higher price than 
we do to our direct accounts. We give that only to those accounts 
that can buy in sufficient volume to cut the costs and enable us to do it. 
Now, the wholesaler habitually will sell at a higher price than we 
will sell direct because he performs a number of other functions. 

Senator Keravuver. Aren’t you going to put your wholesalers out 
of business ? 

Mr. Duncan. No; because except for tetracycline, this has been 
our plan of distribution for at least the last 7 years or 8 years on all 
our other products. 

Mr. Drxon. Let us get this in dollar figures so we can understand 
it. Previously, you sold, and you still sell to your wholesalers, at 
$24.22 for a hundred ? 

Mr. Duncan. That is correct; we have not changed that price. 

Mr. Drxon. Now, under your new plan, if you sell straight to the 
retailer, what will that price be per hundred, $26? 

Mr. Duncan. On $100 orders, only on large orders, $26.01. 

Mr. Drxon. So you are going to make practically $2 more on those 
orders ? 

Mr. Duncan. It is questionable how much of the wholesaler business 
we will take because we do not. pretend to give all the services which 
a wholesaler provides. And many other companies have a one-price 
policy that charges the same price to the retailer and the wholesaler. 
Each company’s distribution plan varies very considerably, and so 
we really are only formalizing in putting tetracycline 
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Senator Keravuver. That does not answer the question. On the plan 
ou have worked out, you were selling to the wholesaler at $24.22, 
ut you are now going to bypass the wholesaler. The practical effect, 

of course, will be that he cannot operate on a 624-percent margin, 
selling direct to the druggist at $26.01, so that you are going to be 
getting $1.80 more for nage product than you were before. 

Mr. Duncan. Actually, the wholesaler has been operating on every 
other product in our line for the period of the last 7 or 8 years on this 
margin. As I say, for the services he performs he does not sell at 
$26.01. He sells at a higher price to many of these accounts, because 
they buy in very small quantities. He provides their inventory con- 
trol. He carries their stock for them. He performs all kinds of 
services. As I say, really the distribution plan of one or two of the 
other companies is a one-price policy to wholesalers and retailers and 
even there the wholesaler does a very substantial amount of business. 

Senator Keravver. There must have been some good reason for your 
giving the wholesaler 1624 plus 5 for a long, long time to enable him to 
stay in business. You are now reducing that to where he will only 
get 624 percent. If your reason for giving him a 21% percent in the 
beginning was sound, why do you reduce him to 63 percent now ? 

Mr. Duncan. This wholesale discount goes back for a long period. 
As I say, 7 or 8 years ago we decided that we could perform the same 
function as the wholesaler performs and should do so on major prod- 
ucts, on major orders. We have not tried to do so on smaller orders. 
So our distribution system is simply a blend of the two things, direct 
sale to direct accounts, and use of the wholesaler on the hundreds of 
thousands of nondirect accounts. 

Senator Kerauver. Why do you object to giving the wholesaler the 
15-percent reduction, too? 

Mr. Duncan. We do not feel it is necessary. We have been want- 
ing to place tetracycline on the same basis as our other products for 
quite along time. This afforded a good opportunity to do so and now 
we have a standard policy right through the line. 

Mr. Drxon. And everybody is doing the same thing? 

Mr. Duncan. No; I do not think so. Look, I have been preparing 
for the hearing and I am not up to date, but I believe that Squibb and 
Bristol at least, and I do not know who else, has dropped the whole- 
sale price from $24.20 or whatever their price was, to something less 
than $22. I cannot testify on this directly, Mr. Dixon, because I have 
not been close enough to these events and they have been happening too 
rapidly. 

m4 oo I will read from the so-called Green Sheet called 
Weekly Pharmacy Reports. This appears: 

The news this week, August 29, 1960. The month-old “trade discount adjust- 
ment” on tetracycline, first announced for August 1 by Pfizer, became a frank 
price cut on antibiotics last week when Lilly and Upjohn took the final, inevitable 
steps of reducing prices at all levels including the suggested price to the con- 
sumer. This is the first significant price reduction in a major area of drug 
therapy since the penicillin and cortisone price wars of the early and mid-1950’s. 

I want to ask you whether you have reduced your fair trade prices 
to the consumer yet. 

Mr. Duncan. We have not yet. 

Mr. Drxon. You have not? 
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Mr. Duncan. Not yet. 

Mr. Dixon. So that the extra 15 percent under your present policies 
has to stay in the druggist’s hands. He has no choice under fair trade. 

Mr. Duncan. Not entirely. After all, as you well know, there is a 
difference between our suggested price and our fair trade price. which 
—— merely the floor. We do not try to dictate what druggists 
charge. 

But the fair trade price does constitute a floor which is 10 percent 
below the suggested price. 

Mr. Drxon. In those States that have fair trade prices, if the drug- 
gists were selling at the fair trade price, had he passed it along, he 
would be violating the law today under your policies; would he 
not ¢ 

Mr. Duncan. That is right. 

Mr. Dixon. So it is not a price reduction to the consumer under your 
plan yet; is it? 

Mr. Duncan. Not yet. The reason I say not vet is that I have been 
involved with other things, and haven’t had a chance to follow these 
very fast-moving developments, and I am not prepared to say exactly 
what course of action we will take. But we probably will meet 
—-< tion as we have always done. 

Mr. Drxon. We have examined this in great detail earlier—for in- 
stance, your price to the druggist previously per hundred was $30.60. 

Mr. Duncan. That is correct. 

Mr. Dixon. Yoursuggested price to the consumer was $51. 

Mr. Duncan. That is correct. 

Mr. Drxon. I believe that is a 6624-percent markup that you sug- 
gest. 

Mr. Duncan. Ora 40-percent margin as they look at it. 

Mr. Drxon. They look at it backwards. In my way of thinking, if 
you buy something for $30 and you mark it up to that, I think that is 
a markup going that way. 

Mr. Duncan. Well, now, that also, not to digress, is kind of a mathe- 
matical trick on the thing. We have used this markup. For example, 
you can look at it from the standpoint of aureomycin. We reduced it 
from $15 to $5 so that is a reduction of only 66 percent. In fact, if 
we had reduced it to $1 you couldn’t reduce it 100 percent but if you 
raise it from $5 to $15 that would have been a 300-percent markup, so 
to some extent this markup is a mathematical trick, kind of a gimmick. 

Senator Krravuver. In any event, we were all elated over the fact 
that for the first time in 10 years there was, we thought, a price reduc- 
tion to the consumer and that you were going to sell at 15 percent less. 
Tt now develops that so far as you are concerned, you are fixing the 
price at $51 as the minimum price that a retailer can sell for; it is still 
$51. 

Mr. Duncan. $45.90, Senator. The floor is 10 percent under the 
suggested price so the floor, I think, is $45.90. 

Senator Kerauver. Anyway you have not changed the floor. 

Mr. Duncan. We have not changed the floor as yet. 

Senator Krravver. So that even if the retailer in a fair trade State 
wanted to pass on this 15 percent to the customer, he could not do so 
under your plan. 
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Mr. Duncan. As of this morning. As I say, this is under serious 
study. We have had these fast-moving developments, and in the past 
we have always met this competition. I haven’t had the time to give 
it the thought or even to catch up and find out factually exactly what 
has happened, because the distribution of our competing companies, 
their distribution systems vary and it is hard to get the details. 

Mr. Dixon. Mr. Chairman, on that point, in this same issue of the 
green sheet that I read from, this appears: 

Upjohn’s tetracycline fair trade minimum revised downward. Upjohn fol- 
lowed through with a letter to retail pharmacists announcing “comparable per- 
centage reduction in the minimum resale price” of its tetracycline products on 
which it had previously reduced the net price to retailers. “Price adjustments,” 
Upjohn told its retail pharmacy customers, ‘on packages purchased prior to 
August 9, 1960, and in your inventory on August 20, 1960, will be allowed when 
reported to our salesmen together with the invoice date. Bristol Labs * * * 
had earlier brought its price structure into line. It affected a 15-percent price 
cut by establishing a schedule of net prices. Pfizer, Lederle, and Squibb are still 
confronted with the question of frankly admitting that their earlier actions 
on tetracycline have now become plain price cuts across the board. To do this, 
they have to adjust downward their suggested retail-to-consumer prices which 
form the base against which their trade discounts are computed. 


And so on. 

Dr. Matcotm. Mr. Chairman, I don’t think that you can ask us to 
make a price decision, here,can you? It isa matter under very serious 
discussion among us, and it is something that we will have to deal with 
after we get back home. 

Senator Keravuver. We are not asking you to make any price de- 
cision here. This happened on August 1. It is now Septimahae 8. 

Dr. Matcotm. Not August 1. 

é Senator Krerauver. Excuse me, this happened on July 31, effective 

ugust 1. 

Mr. Duncan. Not the price to the retailer, Senator. This has been 
a very mixed and muddled situation with a succession of moves. 

Senator Keravuver. I have here Pfizer’s telegram to one of the phar- 
macists dated July 30, reducing the price 15 percent. 

Mr. Duncan. To the retail trade only, and we met that immediately. 

Senator Keravver. Yes, and here is your telegram of August 3. 

Mr. Duncan. That is right. 

Senator Keravver. In which you do the same thing. So this has 
been in effect over a month, and you haven’t done anything about it. 

Mr. Duncan. This has only been just moving down the retail trade 
price. That is all we did. 

Senator Kreravver. And you haven’t done anything about allowing 
wholesalers any adjustment ? 

Mr. Duncan. Not to this point. We have simply got our tetra- 
cycline in line with all our other products. 

Senator Kerauver. Assuming that the wholesaler can’t operate on 
a 624-percent markup, and I don’t think he can, because he has to keep 
a large stock—— 

Dr. Matcoitm. Ofcourse. They have been doing it. 

Senator Kerauver. They are going to be put out of business insofar 
as tetracycline is concerned. The net result will then be that you 
= be selling the product at a higher price actually than you were 

efore. 
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Mr. Duncan. Actually they will not be put out of business. We 
have been doing it on every other product. One of our competitors, 
as I say, gives no wholesale discount whatsoever. Yet the whole- 
saler does about 25 to 30 percent of their business. Presumably on 
the basis of the extra services he can perform for the small retailer 
and smaller hospital. So, Senator—— 

Senator Kerauver. I imagine you are going to hear from the whole- 
salers. Many of them have been complaining that they are having a 
mighty hard time making ends meet on present markups. 

oo Duncan. I think it is a safe assumption we will hear from 
them. 

Senator Krrauver. Then the consumers have been led to believe 
they are going to get a 15 percent reduction, so I do not imagine many 
more weeks will be passing until you will be hearing from them, too. 

Mr. Duncan. Yes. As I say, we haven’t had the time to spend. 

Senator Kerauver. By the way, I think either the subcommittee or 
I, individually, should ask the Bureau of Labor Statistics to have its 
canvassers who make price surveys see whether this 15-percent reduc- 
tion is being passed on to the consumer, or what is happening to them 
in various States. 

Senator Dirksen. Mr. Chairman, I do not believe that would be 
their business or it would not be our business at all. We are not es- 
tablishing price policies for any American enterprise here. We do 
not have any business in that field. This was a study of administered 
prices, and I think mainly at the academic level, and we get so far 
afield in what I pleasantly refer to as the harassment of business oft- 
times, that we overstep the jurisdiction of this committee, and I, as 
one member just utter my feeble protest even though I get outvoted 
on the subject. But, Dr. Malcolm, you are exactly right. We haven’t 
any business interfering with your pricing policies. If the majority 
of the committee wants to take exception to establish concentration of 
business or monopolistic prices through administered prices, that is 
quite another thing. 

Senator Krranver. Senator Dirksen, the Bureau of Labor Statistics 
makes surveys about prices in any event, and they report it. I think 
they collect prices from the drugstores and I think in connection with 
their reports, it would be very well for them to find out whether there 
has been an actual price reduction in tetracycline to the consumer. 

Senator Dirksen. The point is that the figures they gather as of 
a given date in 30 or 40 different centers of the country must speak 
for themselves. You just don’t argue with the figures they gather 
and it is not their business to go behind it and determine whether 
there has been a price increase or a price reduction. Whatever the 
price is, it is that. 

Senator Keravuver. That is exactly it. 

Senator Dirxsen. They have other figures. They can make their 
comparisons. 

Senator Keravuver. That is all we are interested in getting. 

Senator Dirxsen. But it is no business of theirs to go around and 
undertake to get some uninformed opinion as to whether or not there 
has been a pricing policy under which there has been a reduction. 
Just let the figures speak for themselves. 

Senator Keravver. This is not an opinion. It doesn’t matter what 
the price was before and what it is now. Just so they can report to 





w tt O'S 


ee i | ee ee * 


we 


ADMINISTERED PRICES 13735 


the public whether there has been a decrease in the price of drugs. 
I think we would al] welcome a decrease in the price of drugs. 

Mr. Dixon. You fair-trade your products, do you not? 

Mr. Duncan. Yes, we do at the retail level only, not the wholesale. 

Mr. Drxon. Who sets that retail fair-trade price? 

Mr. Duncan. We do. 

Mr. Dixon. You do it independently ? 

Mr. Duncan. We certainly do, yes. 

Mr. Dixon. You do not take the druggist into your confidence? 
You do not talk to them, about what they desire? You do it, is that 
it ¢ 

Mr. Duncan. We do it, yes. 

Senator Keravuver. Let me ask this: I have always wondered—— 

Dr. Matcotm. There are 28,000 druggists. 

Senator Kerauver. The druggist is entitled to make a reasonable 
profit. You do not talk about his business with him, so how can you 
fix a minimum fair-trade price? How can you know that the druggist 
is going to come out all right, that he will make a fair amount of 
money? How can you know that the position of the consumer is 
going to be protected? I do not see how you just arrive at these 
fair-trade prices in a vacuum without considering the consumer, 
without considering the druggists, or without talking it over with 
them. 

Mr. Duncan. As we said yesterday, we set our competitive prices 
and the prices we charge are the prices to the retail trade, the so- 
called net trade price. Now we have to set that, as we pointed out 
yesterday, with a great many things in mind, and I won’t go through 
it again, but competition is a very important factor, and a lot of the 
other things, the money we have to invest in plant facilities, obsoles- 
cence and so forth. Now as you well know, there is—over the years 
there has grown up an established practice of allowing the druggist 
to mark it up over our price, as Mr. Dixon has said, 6624, or to 
operate at a margin of 40 percent. So that simply follows logically 
from the price which we set on the basis of all the factors we have 
talked about. 

Mr. Dixon. If you will examine exhibit 18, which we put in the 
record yesterday, you will note that the suggested resale prices to 
consumers of tetracycline, Aureomycin and Terramycin in any solu- 
tion form that you can think of are identical as among the different 
manufacturers. How does that come about ? 

Mr. Duncan. I can only answer your question on the capsules 
which are the leading product that I know about, and on the others 
so far as I know, if they are identical products competition is going 
to keep the price the same. 

_ Drxon. Do you call it competition when you set the fair-trade 

rice? 

Mr. Duncan. I really am setting a price to the druggist. in the 
hospital. Naturally, the net trade price follows routinely from what- 
ever price we set. 

Mr. Dixon. Yes, but my point is this: The druggist cannot sell 
below that price. 

Mr. Duncan. That is correct. 

Mr. Drxon. In fair trade. 














13736 ADMINISTERED PRICES 





Mr. Duncan. In fair trade States. 

Mr. Drxon. And you set it. You set the minimum level to which 
he must adhere or he violates the law. You set the price. 

Mr. Duncan. We do not set the price. We set a floor. All we are 
saying is that we suggest a price 6624 percent above our net trade 
price. We suggest that price. That has been a practice for a long 
time. We then set a net trade price as a floor, 10 percent below that. 
The druggist charges anything he feels he needs to charge because the 
circumstances will vary. 

Mr. Drxon. Above your floor. 

Mr. Duncan. Above the fair-trade price. That isthe floor. 

Mr. Dixon. And your floor on 100 tablets was $49.90. 

Mr. Duncan. $45.90 for our capsules; 10 percent under. 

Mr. Dixon. And 10 percent is added to that. Now we note all other 
sellers set the same floor. 

Mr. Duncan. I would assume that it would follow if we were com- 
peting and the price were the same, the net trade price were the same 
to the retail druggist, then I won’t pretend to speak for what the 
others did or how they intended to do it, but so far as we were con- 
cerned, we followed the same practice we follow on every other one 
of our products. 

Mr. Drxon. Yesterday, Dr. Malcolm, when he was making his 
statement, put in the record and exhibit which we marked as “Exhibit 
9.” It purports to represent the distribution of the consumer’s dollar 
paid for Lederle drugs in 1958. You took the dollar and you said 
the manufacturer received 51 cents, and the retailer and wholesaler 
received 49 cents. That was figured on your suggested sale price to 
the consumers. 

Mr. Duncan. Yes, that is correct. 

Mr. Drxon. So really you are the one who is fixing the consumer 
price, then, are you not? 

Mr. Duncan. No, no, we are setting a floor. We are simply setting 
a floor on the basis of net trade, and the retail druggist sets the price. 
The price varies in many cities. 

Mr. Drxon. Let’s talk about the floor, then, $45.90. It is you who 
is determining as a matter of law in fair-trade States what the con- 
sumer must pay regardless of how that dollar that he spends is split 
up, the minimum amount that he must spend, isn’t that correct? 

Mr. Duncan. Yes, in the fair trade States. That is what the fair 
trade law is. 

Mr. Drxon. Many people in the country think the druggists are re- 
sponsible for this, but you are responsible for it because you are the 
ones who are setting that price. 

Dr. Matcom. The fair trade law is responsible for it. 

Mr. Drxon. You do not have to follow fair trade. You choose to 
doit. Itisnot imposed upon you. 

Mr. Duncan. We choose to do it for a very good reason. 

Dr. Matcom. We choose to do it in States where it is legal because 
we believe in fair trade. 

Mr. Duncan. We do not want:to go into it in detail, but we feel it 
protects the small druggist and believe me, the opportunities for a 
small businessman are getting more and more limited and we are 
strongly in favor of fair trade. 





ADMINISTERED PRICES 13737 


Senator Dirxsen. Mr. Duncan, before we get too far afield, I want 
to refer to the chairman’s observation as to whether you confer with 
the druggist before setting prices. I was afraid you might “shoot 
from the hip” by way of an answer, because if you did confer, the 
chances are we would have you in here before this committee or some 
other committee on the grounds of collusion in setting prices. 

Mr. Dixon. That is for sure if he agreed to do this, he certainly 
would be, sir. Lagree with you. 

Senator Keravuver. It is difficult to understand what the require- 
ments of a drugstore are, unless there is some information that you get 
from somewhere. I think you would have to know what they are pay- 
ing their pharmacists, what their rents are. I do not know how you 
would get that unless you talked either with them or with somebody 
who had information about those matters. Otherwise, you are just 
shooting in the dark. 

Mr. Duncan. To my knowledge, this 40-percent margin which the 
druggist had, it goes back long before my time as a regular established 
practice. 

Mr. Drxon. Mr. Duncan, let’s examine this from the other end. I 
had a call from a small druggist who said, in effect, “I will not be able 
to predict the peak periods when antibiotics should be on my shelf in 
great quantities, and for me to take advantage of the 15-percent 
reduction, I not only would have to buy a particular antibiotic but I 
would have to buy all antibiotics,” and he said, “I would have to 
seek a small business loan in order to buy stock.” He said therefore 
in the instance of the manufacturer who has lowered the suggested 
price to the consumer, already lowered it by the 15 percent coming 
the other way, “I am going to find myself in the position of having 
to buy from the jobber.” And he said, “Therefore, when I buy from 
the jobber, I am not going to be able to sell for $51 a hundred any- 
more. I am going to have to sell for the new price which will have 
been established.” He said, “I won’t get the 15 percent. I will have to 
go back to the jobber and therefore, I won’t have that advantage, but 
my ultimate price to the consumer will come down.” Do you have any 
comment on that ? 

Mr. Duncan. If he will buy $100 worth, we will be glad to give him 
15 percent. 

Mr. Dixon. He understands that, but he says he has to buy $100 
from everybody and he has to keep that material there and have it in 
enough quantity to be able to meet the consumer demand. 

Mr. Duncan. Yes. Of course, all these plans vary. That is not 
the case in the case of Pfizer, I believe; from their announcement in 
the telegram that the Senator read, it indicated at least if he even 
bought one bottle from them, he would get the 15 percent. 

Senator Keravver. No. The Pfizer telegram says: 

Orders containing minimum $100 Pfizer Laboratories broad spectrums placed 
by August 26 will carry dating effective November 1. 

Mr. Duncan. But wasn’t that a special dating provision? Isn’t it 
true, Mr. Dixon, as far as buying is concerned, he got the 15 percent 
on one bottle? I think that was a special, also a special inducement 
they were offering for a limited period. You see there, all these 
plans differ. 

Senator Keravuver. All right, sir. 
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Mr. Dixon. Mr. Duncan, on this point of selling to Government 
agencies as well as to retailers, we understand that you are in com- 
petition with your own wholesaler. Based upon evidence that we 
have had called to our attention, isn’t it a fact that you have disci- 
plined wholesalers who in the past cut the price of your products? 

Dr. Maucoutm. Never. 

Mr. Duncan. I don’t remember of any instance, and certainly not 
since fair trade was knocked out to wholesalers. 

Mr. Dixon. Let me try to call some of them to your attention. We 
understand, based upon an exhibit in the Federal Trade Commis- 
sion case, that you withdrew an additional 5-percent discount, which 
you normally granted to all wholesalers, from the Hale Justis Drug 
Co., Cincinnati, Ohio. That is exhibit 624 in that record. This dis- 
count withdrawal was made by you because during August 1954 the 
Hale Justis Co. bid a lower price to the city of Cincinnati on Roerig- 
Pfizer tetraclycine products than on Cyanamid products. This is 
exhibit 926. We understood that this discount was withheld for a 
period of about 8 months and that eventually you restored this 5 per- 
cent. discount to this wholesaler during May 1955 because Hale Justis 
had been most cooperative including—and I quote from that exhibit— 
on all bid requests information from our office concerning correct prices and 
discounts to allow. 

We also understood that you publicized this incident to all your 
regional managers by exhibit 820, and that this was done, I suppose, 
to make all these managers aware of this so they could spread the 
word. I don’t know whether that is true or not. 

Now Brown & Price on a bid that called for either aureomycin or 
terramycin 

Dr. Matcotm. Mr. Chairman, if I may interrupt, this is informa- 
tion that is now before the Federal Trade Commission, and we are 
not prepared here to comment on these matters in detail. I don’t 
think it is even fair to do so. So if you want some memorandum 
submitted on this, we will attempt to do it for you. 

(A memorandum subsequently submitted may be found on p. 16487.) 

Mr. Drxon. I don’t see that this has anything to do with the Federal 
Trade Commission. 

Dr. Matcoim. It is before the Federal Trade Commission. 

Mr. Dixon. You are before the Subcommittee on Antitrust and 
Monopoly of the Senate on the same subject matter. 

Dr. Matcotm. We are not prepared to submit material. 

Senator Kerauver. The thing is, we have been talking about whole- 
salers, and from this record, and I have looked at part of it, it would 
seem that some of your wholesalers may in some cases have sold at a 
lower price to the druggist or to hospitals than you would sell, and 
that you have taken action to chastise them and cut off part of their 
account, to reprimand them, and that you have passed word on to all 
of your sales representatives about what you had done in order to try 
and get them back inline. Isthata policy you follow? 

Senator Dirgsen. Mr. Chairman, before Dr. Malcolm answers, I 
think this committee had better remember that the Federal Trade Com- 
mission does have authority to issue cease and desist orders and that is 
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punitive in character. I do not believe you should be called upon to 
respond to any line of inquiry that in your judgment may prejudice 
the case before a regulatory agency of Government that 1s equipped 
with that power. 

Dr. Matcotm. Thank you, sir. 

Mr. Dixon. Senator Dirksen, if you will excuse me for the comment, 
the Federal Trade Commission does not have punitive power. It only 
has the power of injunction. It can say, “Stop what you have been 
doing.” 

Semis Drr«sen. If that isn’t punitive, I don’t know what is. 

Mr. Dixon. Punitive in the law, I believe—— 

Senator Keravver. It has no right to issue a fine or mete out any 
punishment. 

Dr. Mautcotm. We are prepared to submit 2 written statement. We 
are not prepared now to comment on the allegations that you make. 
Certainly I am not familiar with them. Are you familiar with them? 

Mr. Duncan. It goes back before my time. 

Dr. Matcoum. So I think it is unfair to ask us to do so. 

Senator Keravver. I will tell you what we will do, then. We will 
give you the citations from your memorandum of instruction sent out 
to your wholesalers, and to your representatives about how to deal 
with your wholesalers, and ask for your comment. 

Dr. Mautcotm. Thank you very much, sir. 

Mr. Dixon. Mr. Chairman, I now want to take up the question of 
foreign prices. 

I believe, Dr. Malcolm, that chlortetracycline was the first of the 
broad-spectrum antibiotics introduced. That was in 1948. 

Dr. Matcotm. That is correct. 

Mr. Drxon. I believe it was sold under the trade name of Aureo- 
mycin throughout the world, also; it that correct? 

Dr. Matcotm. That is correct. 

Mr. Dixon. How many companies have you licensed to manufacture 
or sell Aureomycin? 

Dr. Matcotm. Throughout the world? 

Mr. Drxon. Yes, sir. 

Dr. Maco. I do not have those figures. I do not have that in- 
formation at all. 

Mr. Hesse, who is general manager of our international division, 
tells me that he has, so perhaps we can save time by referring the 
question to him. 

Mr. Dixon. Let me read them to him and see if this is a correct list. 

You have licensed Rhone-Poulenc of France, Alfar of Italy, Chemie 
Grunenthal of West Germany, RIT of Belgium, Pharmaceutical In- 
dustries, Inc., of the Philippines, Laboratorios Reunidos of Spain, In- 
terchemie of Austria, and Biochemie Gesellschaft in Austria. In ad- 
dition, I believe that a number of your subsidiaries abroad have re- 
ceived licenses for sale in specified territories; isn’t that correct ? 

Mr. Hessr. Also for fermentation. 

Mr. Drxon. Mr. Chairman, we have those license agreements. I 
would suggest that we assign them all “Exhibit No. 27” and that each 
separate agreement be listed A, B, C,and soon. I would suggest that 
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in order not to encumber the record, we pick from them the typical 
license agreements and set forth the various terms and conditions and 
at least put one or more of those into the record, but have all of them 
as a part of this record. 

Mr. Hesse. Mr. Chairman, might I just comment that it would be 
very difficult to find such a thing as a typical license agreement. I 
don’t want to make this an international mystery, doing business out- 
side the United States, but I think you will find that these agreements 
are different in character to meet different conditions. Some of them 
are for fermentation and some of them don’t go that far, and they are 
subject to exchange and control and the laws of the country in which 
they are to operate. 

Senator Kerauver. Suppose we try to do this, Mr. Hesse. Let’s go 
over them and see—— 

Mr. Hessr. We have no objection. 

Senator Keravuver. Let us go over them with you and see if we can 
find those that are fairly typical, and the rest will be a part of the 
record but not printed in the record. 

Senator Dirksen. Mr. Chairman, let me ask: Do you now propose 
to examine into the question of pricing abroad ? 

Senator Keravuver. That is what we expect to do. 

Senator Dirksen. I think it is entirely outside of the jurisdiction 
of this committee. I don’t know what impact it has or relevance to 
the question of administered prices in the United States. 

I don’t know that it is any concern of this committee when you get 
into the foreign field. I think I ought to enter my exception on the 
record at this point, with the understanding that somewhere along the 
line, if I get a chance before the full committee, I shall move to ex- 
punge all this part of the record on the ground that it has no place in 
the proceedings of this committee. 

Senator Keravuver. Very well. Let the exception be noted. 

We have put in the record foreign prices with all companies that 
have been before us. We think that they are important in showing the 
differences in prices in this country and foreign countries, what the 
reasons are, whether or not there is any evidence of cartels in the sales 
of a particular industry, whether there is an effort to control prices 
at which products will be sold abroad, as well as in the United States. 

T think it has a great deal of relevancy to the work of this committee. 

So, if there are no typical license agreements, then we will just put 
them all in as part of the record, exhibit 27. 

Mr. Martin. We have no objection to all of them being made a part 
of the record. 

(Exhibit No. 27 may be found beginning on p. 14226.) 

Mr. Drxon. Mr. Chairman, we have several tables on foreign prices 
that we would like to put in the record. 

Senator Keravver. All right. 

Mr. Drxon. The first one, Mr. Chairman, should be made exhibit 28. 

Senator Keravver. Very well. 

(Exhibit No. 28 follows:) 
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Prices in the United States and foreign countries—Aureomycin, American 
Cyanamid 


[Price to druggist, 250-mg. 16’s] 


Country of sale Trade name Manufacturer Ca manufac- | Price to 
ure 


Aureomycin. 
Aureomycine 
Aureomicina 
Aureomycine 
Aureomycin 


“KA 


PDS OW on CH OV SN Sr or oe ee GO Go 


Panama... 
Canada... 
--do_ 
-| Aureomycina_-_...| American Cyanamid 
Aureomicina-...... Alf 
Aureomycin. 
Belgium 
United States 2 


SESSSS2SlESR SESS 


1 Calculated from price for 10. 
2 Bulk only. 
3 Calculated from price for 8. 


Source of data: United States: American Druggist Blue Book, 1959-60; foreign: Prices collected by De- 
partment of State from American Embassies abroad for the subcommittee in the spring of 1959. 


Dr. Bram. Mr. Chairman, this first table is based upon prices of 
Aureomycin secured for this subcommittee by the Department of 
State from its American Embassies abroad. ‘The prices refer to the 
situation prevailing in the spring of 1959. 

Dr. Matcotm. Pardon me, Dr. Blair. 

Mr. Hesse, who is busy at the present time receiving this memo- 
randum—— 

Mr. Hesse. Which one was it, please? 

Dr. Buatr. Aureomycin. 

Senator Keravuver. Very well. 

Dr. Bua. The prices in this table are all of American Cyanamid, 
or, of course, American Cyanamid licensees. 

The only licensees are the companies in France and Italy, and the 
licensee firm in Italy was subsequently acquired. The price for 
250-milligram tablets, 16 to a bottle, as will be seen from the table, 
ranges from $1.19 in Argentina to a high of $6.92 in India. 

The price in the United States is $5.10. 

Unlike most other drugs which the subcommittee has examined, the 
price to the United States is not the highest or even the second highest 
in the world. 

The lowest prices, it will be noted, are to be found in Argentina— 
the price of $1.19 that I mentioned; in France, $3.26; Brazil, $3.40; 
Germany and the United Kingdom, $4.31 and $4.56, respectively ; and 
Japan, where the price is $4.58. 

mong the highest priced countries are Australia where the price 
is $6.20; Holland, $6.44; and India, $6.92. 

Mr. Chairman, the next table presents the same information for 
American Cyanamid’s brand of tetracycline: namely, Achromycin. 

There again, the range of price is extensive. 

The ranking of countries is just about the same as for Aureomycin, 
and the countries with the lowest price are again virtually the same 
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as those in the case of Aureomycin, with the exception that we have no 
price in France for Achromycin. 

The price in the United States, $5.10, compares with a much lower 
price of $1.19 in Argentina and $3.40 in Brazil, and at the other ex- 
treme with the considerably higher prices of $6.52 in India and $6.87 
in Belgium. 

Again, I want to emphasize in the case of this table that these are all 
prices of American Cyanamid itself with the exception of Alfar. 
Alfar was an independent company at the time that this informa- 
tion was obtained, sihoua licensed by Lederle, but, as has been noted, 
it has subsequently been acquired by American Cyanamid. 

Senator Kerauver. That will be exhibit No. 29. 

(Exhibit No. 29 follows :) 


Prices in the United States and foreign countries—Achromycin, American 
Cyanamid 


[Price to druggist, 250 mg. 16’s] 


Country of sale Trade name Manufacturer Country of manufac- | Price to 
druggist 


$ 


1. 
3. 
4. 
4. 
4. 
5. 
5. 
5. 
5. 
5. 
5. 
5. 
5. 
6. 
6. 
6. 
6. 


Argentina. Cyanamid, Argentina.| Argentina 
d Brazil 
Germany Achromycin do 
United Kingdom do Cyanamid of Great 
Britain. 
Acromycin Lederle, Japan 
—- Lederle 


3255 


Australia 
Canada. 


RVSVSLGSS 


ANAND 


censee). 
Lederle United States 2__.....- 
do Belgium 2 
Lederle, India._..-.-- United States 2 
Lederle Belgium 


ouro 
SIN eb 


1 Calculated from price for 10. 
2 Bulk only. 
3 Calculated from price for 8. 


Source: United States: American Druggist Blue Book 1959-60. Foreign: Prices collected by Department 
of State from American Embassies abroad for the subcommittee in the spring of 1959. 


Dr. Buatr. Then the next table 
Senator Kerauver. The next one will be exhibit 30. 
(Exhibit No. 30 follows:) 


Prices in United States and foreign countries, tetracycline 
[Price to druggist, 250 milligram 16’s] 


Country Trade name Manufacturer 


Argentina. au ici ...| Cyanamid, Argentina_- 
Amstralis......scccsce Achromycin I 
Tetracyn_. 
Steclin.__- 
Panmycin 
Austria Achromycin 
Ambramycin 2 
TOME GOTO 6 ociined cic wacecnn cic wen ct nasceacnaieauaiieasiamomen 
Latycin 
Tetracyclin 
Tetracyn 


See footnotes at end of table. 





Country 


Germany 


Holland 


Mexico 


Panama 


United Kingdom--- 


Venezuela 


United States_...... 
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Trade name 


Tetracyn 
Panmycin.- 
_ retracyne 


Ambramycin... 
Hostacycline._. 
Ambramycin. 


Acromicina 
Alfaciclina 
Ambramicina 
Bristaciclina 


Criseociclina 
Ergonciclina 
Pentetraciclina 
Resomicina 


Acromycin 
Tetracyn 
Bristocycline 
Neocycline Meiji. 
Acromicina. 
Tetracyna.- 
Acromicina- - 
Ambramicina 
Tetracina 


Bristaciclina--.__... 
Achromycin 
Tetracyn 
Acromicina 
Bristaciclina 
Tetracina 
Achromycin.... 
Panmycin 
Polycycline .--- 


Tetracyn 


1 Calculated from price for 12. 

2 Calculated from price for 8. 

3 Calculated from price for 6. 

4 Price for 16 not shown in the Embassy despatch. Since the price for 8 is almost identical for all 16 brands 
shown (either $3.27 or $3.29), it is assumed that a package of 16 capsules, if available, would be offered at 
the same price by all 16 companies. 

§ Calculated from price for 10. 


Source: United States: American Druggist Blue Book 1959-60. Foreign: Prices collected by the De- 
partment of State from American Embassies abroad for the subcommittee in the spring of 1959. 


35621—61— pt. 2410 


Manufacturer 


Alfar ‘Gannand licensee) 

Alfa Antibiotici 

Lepeti 

Consorzio Neoterapico Basionale (Bristol 
licensee). 

Colangelo 

Luso Farmaco. . 

Farmitalia 

Sereno. .... 

‘ Angeli... 


Lederle, Japan... 
Pfizer-Taito Co_- 
Banyu Pharm 

Meiji Seika Kaisha 
American Cyanamid 
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Prices in United States and foreign countries, tetracycline—Continued 
[Price to druggist, 250 milligram 16’s] 


7 
ai 
as 


8 
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Dr. Buar. The next table relates to tetracycline and shows not 
only the price of American Cyanamid or American Cyanamid’s 
licensee, but the price of other sellers in each of the countries for 
which the State Department obtained information. 

That is to say, in Australia, which can be seen toward the top of 
the table, the State Department obtained the prices to the druggist, 
not only for American Cyanamid, but for Pfizer’s product, Squibb’s 
product, and Upjohn of Australia’s product. 

In that case, the price for each of these brands was $5.62. 

The most interesting aspect of the price information presented in 
this table is the uniformity of price among the sellers in each of the 
countries, regardless of the level of price prevailing in that country. 

In other words, it will be seen that in Australia, there is total 
identity as I have indicated. There is very substantial identity of the 
oo in Austria at $6.02; one company, Biochemie, sells Latycin at 
$5.90. 

In Canada, the price is uniform among Bristol, Pfizer, and Up- 
john—$5.61, slightly higher for Lederle. 

In Brazil, the price is considerably below that of the United States; 
three companies sell at $3.40, including Lederle; one has a price of 
$23.05, and Pfizer’s Tetracyna is reported as being sold at $2.27. 

Turning the page of the table, the identity of price in Italy is 
complete. There were more than a dozen sellers of that product for 
which price information was obtained in Italy, and for each the price 
reported by the State Department was the same—namely, $5.86. 

The outstanding deviations from the usual prevailing price are 
to be found in Austria, where Biochemie sells Latycin at $5.90 as 
contrasted to the more customary price of $6.02; in Brazil, which I 
have already mentioned; and in the United Kingdom, where Pfizer’s 
— is sold for $4.12, as compared to the price of Cyanamid of 
$4.57. 

Mr. Chairman, we do not know the reasons for the extraordinary 
range in prices among these different countries. It will be seen that 
some low-wage countries such as India have the highest prices, and 
some fairly high-wage and high-cost countries, such as Germany and 
the United Kingdom, have substantially lower prices. 

The lower prices in Brazil, it is our understanding, reflect the 
existence of price control in that country. The same is true, we under- 
stand, in Argentina. 

We would like very much to obtain any information on this subject 
which the officials from Lederle could provide. 

Senator Keravver. In other drugs we have found almost exactly 
the opposite from what we found here—that is, the United States and 
Canada have the highest prices, and lower prices are in the other 
countries. 


We find that to be true of Miltown (meprobamate) which you and 
Wyeth sell abroad. 

The reason usually given for the lower prices in these other coun- 
tries—in South American countries, Asian countries, India, Eng- 
Jand—is that the price of labor is very much lower and, therefore, 


they are able to sell at a lower price. What is your explanation of 
this situation, Dr. Malcolm ? 
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Dr. Matcotm. May I refer your inquiry to Mr. Hesse, please, who 
is responsible for this? 

Senator Krravuver. All right, Mr. Hesse. 

Mr. Hesse. Mr. Chairman, this can be done in two ways. 

T am prepared to comment on each and every country and each and 
every price on this formidable list, if you wish to do so. 

Or I can make an overall statement, or I can take a few typical 

examples. 

Senator Kerauver. Suppose you make an overall statement and 
then take a few typical examples. 

Mr. Hesse. I will be happy to elucidate on the Argentine and 
Brazilian situation. 

Senator Kerauver. What is the situation in Argentina and Brazil? 

Mr. Hesse. First of all, on this statement, Dr. Blair, it is headed, 
“Prices of American Cyanamid Co.” These are not necessarily the 
prices of the American Cyanamid Co. 

They are the prices either of our subsidiaries or our distributors. 
I think there is a distinction. We do not do business in many of 
these countries. 

Senator KerAuver. They are the prices of your products. 

Mr. Hesse. Prices of our products, I think that is a fair statement. 
‘ — Keravver. But what is the situation in Argentina and 

razi 

Mr. Hesse. This stems back—the Argentine situation stems back 
to the days of Peron. Peron had a philosophy of subsidizing drugs 
and other products for the public, and he did this by—at that time 
there were no manufacturers of drugs of any size, and certainly no 
fermentation facility. 

His device was to permit the importation of imports of tetracycline 
into Argentina at an exchange rate which was far below the exchange 
rate at which the normal imports were permitted, or the official rate. 

It started with 3.7313, or 314. That was the initial rate—I don’t 
know how they arrived at it—at which drugs were allowed to come in. 

This is the price at which American Cyanamid Co.’s tetracycline 
first entered Argentina. 

In other words, the man who wanted to import it, he put down on 
the line with the Bank Central 3.7313 pesos for each dollar of import 
license he obtained. 

Now, this in the face of an exchange rate at the time of 4, which 
later went to 14, then went to 18, then went to 36, and eventually 
reached 115. 

The important thing to remember is that the price American 
Cyanamid Co. sold this at was its world price of $4.04 for a bottle of 
16 to the wholesaler. 

It arrived down there and the local es put up Fee ememaee 
15 pesos. The Government, in turn, fixed the markup of the importer, 
of the wholesaler, of the pharmacist, and he fixed the retail price. 

This margin was set. Later under the pressure of the official rate 
rising from 4 to 7.50 to 14, he raised the official rate to 14 and at the 
same time abolished the 3.73, but maintained a subsidy by saying: 


From now on you may bring this in at 7.50. 


The price increase granted to the importer, druggist, and wholesaler, 
was not apportioned. 
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Later, in the late days of the Peron regime, the rate went to 18. 
He could no longer withstand it, the official rate, and he allowed 
both the drugs and the official rate—he equalized them and the rate 
became 18. 

At that time a free market started to creep in, which was between 
30 and 40. All during this period the price rises were granted on a 
very sporadic level and at a very low level, so that the phenomena you 
see of prices stems back to the Government subsidy of the old days. 

When the Government was abolished, when that Government was 
replaced by the Arama regime and later by the Frondisi regime, they 
tried to straighten out their economic problems, and in the course of 
which the rate rose to 115. 

It is now back to approximately 82. 

In August of 1959, they abolished price control, but from what I 
have said up to now, it certainly becomes, I think, obvious that these 
dollar comparisons are meaningless and unrealistic because they mean 
nothing when you are dealing with a multiple exchange rate and price 
control which have no relation to the dollar value of the peso. 

Senator Kerauver. Anyway, they do not have price controls now? 

Mr. Hessr. In August of 1959, they abolished price control, and, as 
a matter of good, sound commercial practice, it simply was not 
possible to— 

Senator Krerauver. How about Argentina? 

Mr. Hesse. In Argentina, we have raised the price in Argentina 
since price control from at the time it went off it was 183.90 for a 
bottle of 16’s; it is now 255.20. I would like to introduce a chart, if 
I may, to indicate even though we had this peculiar situation in 
Argentina 


Senator Krrauver. Let’s see. You said you raised the price from 
what to what ? 

Mr. Hesse. We raised the price, since price control, to 255.20, which 
is our price now—not our price, this is the price to the public. 

Senator Keravver. On what? 

Mr. Hesse. On a bottle of Achromycin 16’s. 

Senator Kreravver. From $1.19 to what? 

Mr. Hessr. No. I am not doing this in dollars, because I think 
pe is the error that most of us have fallen into in trying to do this in 

ollars. 

Senator Krerauver. Anyway, the State Department has translated 
their currency into American dollars at the going rate or at the rate 
they are best acquainted with. 

Mr. Hesse. Mr. Chairman, I just—— 


$ Senator Kerauver. Did you make a profit in Argentina selling at 
1.19? 


Mr. Hesse. No, we did not. 

Mr. Chairman, I went into this lengthy explanation—— 

Senator Krrauver. You say you did not make a profit? 

Mr. Hessr. May I just comment on your previous remark? 

Senator Krrauver. You ought to be able to tell me whether you 
made a profit. 

Mr. Hessr. Yes, we will come to that. May I just say this. 

I went into this lengthy explanation in the hope of clearing up 


once and for all this mystery which appears about why the prices 
in Argentina are so low. 
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The prices are low in the Argentine due to this machination or 
manipulation of exchange rates which I have explained. 

It may be hard for the State Department or anyone to oversimplify 
84 countries and they want to bring this down to a common denomina- 
tor, and I appreciate what they have been trying to do. 

But I think this is just one of many examples which I can go 
through and recite the story on, on why and how and the background 
of these things which have no relation to a dollar conversion of ex- 
change rates which appear in the New York Times or at any bank. 

Senator Kerauver. Of course, what you say about the changes in 
the exchange rate would be applicable if you took it over the period 
of a long time, but this price was secured at one time. 

Mr. Hesse. This price, however, is the outgrowth of a frozen price 
set under a subsidized system of making medical products available. 
This is the important thing, Senator. 

Senator Keravuver. All right. Did you make a profit selling at 
$1.19 in Argentina? 

Mr. Hessr. At the present time in the Argentine, or are you re- 
ferring to past years? 

Senator Krerauver. At the time you were selling at $1.19. 

Mr. Hesse. We never sold for $1.19, sir. We sold in pesos and this 
$1.19 figure, I have tried to convince you, is an unrealistic figure. It 
is meaningless. 

Mr. Cuumprtis. What is the $255.20 you were referring to? 

Mr. Hesse. That is pesos. That is the price to the public. 

Mr. Cuumepris. That is what you were getting? 

Mr. Hesse. No, sir, that is the price to the public. I did not bring 
with me all the range. You seemed to be interested in public prices. 

Mr. Cuumpris. That is what the public is paying, 255.20 pesos; is 
that right ? 

Mr. Hessr. That is right. That is the price now. I merely men- 
tioned to you the price in pesos has now risen and is rising as a matter 
of sound, commercial practice without government interference. It 
is gradually rising. 

Senator Krravver. This is the price to the druggist. Now, what 
we wanted to know 

Mr. Hessr. This is the price to the public, sir. 

Senator Kerauver. No, the price on the chart is the price to the 
druggist. 

Mr. Hesse. We are not going to get very far if we are going to con- 
tinue to talk about the $1.19, because I went into this lengthy explana- 
tion in the hope that it would become clearer. 

Senator Kerauver. I just want to know one thing. I don’t ques- 
tion the accuracy of the State Department’s translation of the peso 
into dollars at the time this purchase was made. 

Did you make a profit when you were selling at approximately this 
price to the druggist ? 

Mr. Hesse. At the peso equivalent of $1.19, as converted by them, 
if we did, it is a very small profit, because you can’t survive an era 
that we survived in the Argentine, going through a period of controlled 
prices, and expect to have a highly profitable organization. 

a Keravuver. Then you think you may have made a small 
profit ¢ 
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Mr. Hesse. We view our international business on the basis of 84 
markets. In 84 markets we are making a satisfactory profit. 

We will run into rough spots such as in Argentina and we will run 
into our rough spots elsewhere, but on the average—— 

Senator Keravuver. I was asking you about Argentina and I thought 
you said you madea very slight profit. 

Mr. Hesse. I believe that is right. I don’t have the exact figures. 

Senator Kreravuver. Will you furnish us your sales and profits for 
this product in Argentina, say, for the year 1959? 

Mr. Hessr. I don’t think that that has any bearing on the 

Senator Keravver. I am not asking you that. We think it might 
have a bearing. I just asked you if you would furnish it to us. 

Mr. Hesse. I don’t think we are prepared to supply costs. 

I certainly did not come here prepared to discuss costs. 

I came here prepared to discuss the problems raised by Dr. Blair. 

Senator Krravver. I just want to get profits and sales. I don’t 
want your costs. We are not asking for that. We want to know 
how much you sold, whether you made a profit on it, and how much. 

Mr. Hesse. Mr. Chairman, I am no different than my domestic con- 
— We are real reluctant to tell our competitors where we 
stan 

I imagine they would just love to know what our profits are and 
what our sales are, what our costs are. 

In the overall, we have— 

Senator Kerauver. The public is entitled to know whether you 
manufacture and sell in Argentina at some price around $1.19 to ‘the 
druggist and make a profit, ‘and whether you lose money, at the same 
time that you sell it for $5.10 here. 

Mr. Hesse. If we sold at these prices, if it will be helpful to the 
public, if we sold at the prices 

Senator Keravver. I do not want your cost. All I am asking is 
your sales for 1959 in Argentina. You have a subsidiary there, did 
you not? 

Mr. Hesse. Yes. 

Senator Keravver. | will ask you to furnish that to the committee. 

Mr. Hesse. If we sold all over the world at the prices we sold in 
Argentina, we would lose money. I can go that far. 

Senator Krrauver. Anyway, I will ask you to furnish a statement 
as to your sales and whether you made a profit in Argentina during 
the year 1959. 

We will mark this material, when it is received, “Exhibit No. 31.” 

(Exhibit No. 31 follows :) 

(Submitted by American Cyanamid Co.) 

Cyanamid’s sales in Argentine in 1959 were made through its subsidiary 


Cyanamid de Argentina S.A. Its sales of broad spectrum antibiotics, and its 
total sales (including broad spectrums) in 1959 were as follows: 








U.S. dollars 
Pesos (at 70 pesos 
to $1) 


A coca eta ab agin ill 










6, 091, 900 87,053 
Ea UNIS DTITI .as ccaassdpsagichon  enicnata iedisr e c abaeieadaniiienntaaini 38, 739, 650 553, 590 
ION, «. c. cabdotcnenadadunucukmannehiodubnmemnnntiinimandsiieaaaanteiian 87, 087, 500 1, 244, 480 


Cyanamid lost money on its Argentine sales for the year 1959. 
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How about Brazil? 

Mr. Hesse. In Brazil, we have a situation which is somewhat simi- 
lar. They have had price controls since the days of the dictator 
Vargas. Postwar we have seen—— 

Mr. Cuumpris. Mr. Chairman, in the absence of Senator Dirksen, 
I want to reiterate his objection and the objection of the minority of 
yesterday as to divulging publicly any material that may be considered 
confidential and may bring a competitive disadvantage to the witness. 
Now, I understand that that objection has been made and the deci- 
sion by the subcommittee has been reserved as to what to place into 
the record that may be considered confidential. 

Mr. Dixon. They are in the record. 

Senator Kerauver. The objection has been made. 

Mr. Cuumpris. That was only as to those letters, Mr. Chairman. 
That is the only reference yesterday. The discussion was on your 
letter to the members of the subcommittee and their replies to you. 
It had nothing in the world to do with—there was no discussion 
whatsoever on—the exhibits themselves. 

Senator Kerauver. As to how this material would be treated, the 
subcommittee was apprised of the situation and the minority mem- 
bers voted one way and we voted the other. 

Mr. Cuumpris. Mr. Chairman, all I have to do is read from our own 
previous hearings where Mr. Dixon himself stated -—— 

Senator Kerauver. Mr. Chumbris, we are not asking for a break- 
down of the company’s costs. We are asking just how much their 
sales were and whether they made a profit in Argentina. That is not 
divulging any secret information. 

Mr. Cuumprts. I understand Senator Carroll said that he made 
certain reservations in his statement so that he could be here and 
listen to the arguments of the witnesses as to what their position was, 
and if he felt there were additional facts that might indicate that there 
is confidential material, he may render a different opinion, and that is 
the point. That is why Senator Dirksen, Senator Hruska and Sena- 
tor Wiley made those statements and that is why they pointed out that 
the full committee should discuss it. 

We have had the same thing come up in the steel hearings, in the 
bread hearings, and in the automobile hearings. 

Senator Kreravuver. Yes, and we have asked all of these companies 
from time to time whether they made a profit in this country or over- 
seas, in their operations, and we have received the information with- 
out any contest. So let the objection be noted and it is overruled 
and we will ask that this be submitted. 

Allright, do you want to discuss Brazil? 

Mr. Hesse. In Brazil, as I just mentioned, price control is a matter 
of formula which you must submit at the time you wish to introduce 
the product. This would ry srw some of the apparent—for example, 
you have Ambramicina and Bristaciclina at $3.40. You have Acromi- 


cina at $3.40. You have two others at two different prices. I would 
speculate these were introduced at different times. It depends when 
you introduce your product as to what price is set under the rules 
and regulations of Brazil. Now, Brazil has suffered an inflation which 
depreciated the value of the cruzeiro from 5 cents per cruzeiro or 20 
for a dollar in 1952 to 200 cruzeiros for a dollar in 1959. 
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This was a rapid inflation which the Government attempted to 
check by holding down by decree the prices of such things as food 
and drugs. In Brazil, we are faced with a situation where we are 
constrained by law to sell at the price at which the product was 
originally introduced, plus perhaps some marginal increases which 
we were granted from time to time but they did not keep up with the 
inflation, and the devaluation of the cruzeiro to 10 times, from 20 to 
200 to the dollar. 

Senator Kerauver. Do you havea plant in Brazil? 

Mr. Hesse. Yes, sir, we do. 

Senator Keravuver. I do not assume you would continue your opera- 
tion there unless you made a profit. Do you know whether you made 
a profit there or not ? 

Mr. Hesse. I think we did. 

Senator Keravuver. All right, suppose we take the case of Germany. 

No, let us take one of the others, Belgium, which seems to have one 
of the highest prices. 

Mr. Hessp. India is the highest. 

Senator Kerauver. Do you have a plant in India? 

Mr. Hesse. Yes, sir. We have a formulating plant in India. We 
are about to install fermentation facilities. 

Senator Kerauver. Where do you ship your raw materials? 

Mr. Hesse. We ship an intermediate from the United States. The 
problem in India, high prices in India, I think you will find fairly 
widespread in all your products, not only in tetracycline. This stems 
from the old colonial tariff, Mr. Chairman, which has never been 
abolished or revised by the Indian Government. The tariff on most 
products that we import is 36 percent. This, of course, has the effect 
on the prices at which we sell. We do not actually make any more 
money or charge a higher price in India than we normally would else- 
where to meet our standards of operation. 

Senator Keravuver. Labor isa great deal cheaper in India. 

Mr. Hesse. Yes, it is. 

Senator Kerauver. Much cheaper. 

Mr. Hessr. However, to overcome a duty problem of 36 percent, plus 
sundry and other charges which in most cases come to about 14 percent, 
we have a markup of practically 50 percent. 

Now, the Indian Government recognizes all this, and they have sat 
down with us and with others and we are getting it down into basic 
production and we should have the Indian situation—they should have 
their own Indian situation down to where the prices are more compe- 
titive with those elsewhere in the world. 

Senator Kerauver. There is a strange situation about Miltown 
which we haven’t asked you about. You buy the raw material from 
Carter, or you are licensed by Carter in any event. I remember the 
explanation by Mr. Hoyt from Carter, that the lower prices abroad 
were due to cheap labor and the fact that the detail men were not 
paid so much. Now, we come to the other side of the picture and 
see that your prices are higher. Let us take Germany here, for 
instance. 
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Mr. Hesse. Are we speaking of Miltown now? 

Senator Keravuver. We are talking about Achromycin. 

Mr. Hesse. We are talking about Achromycin ? 

Senator Krerauver. Yes. Your price to the druggist there is $4.31. 
On Miltown the price in the United States is $3.25 to the druggist 
and in Germany it is 69 cents. 

Mr. Hesse. I am prepared to comment on that one. I think this. 

is one of the cases where apparently something went wrong with the 
arithmetic. I have checked this one very carefully and at some ex- 
pense to my company because I felt that the State Department must 
hao what they are doing. The facts are that we sell 25’s, Miltown 
25’s over there to the druggist at 3.48 deutsche mark and they are 
sold to the consumer at 5.55 deutsche mark. That, in dollars—this is a 
stable currency and we don’t make the objection we make in the 
Argentine and Brazil—the conversion we have no quarrel with, is 85 
cents for 3.48 deutsche mark and it is $1.33 for 5.55 deutsche mark. 
The problem here is that they claim they are 50’s, and making a con- 
version for 50’s we find by doubling it, times 2 for simplification, 
which I believe you people approve as a method, the correct figure 
would be $1.70 to the druggist and $2.66 to the consumer, and not 69 
cents or $1.33 as indicated by you in your State Department report. 

Senator Kerauver. We have the actual submission from the State 
ee showing exactly what they bought and the number of 
milligrams. 

Mr. Hesse. I don’t have it with me. I can submit to you our Ger- 
man price list of our subsidiaries. 

Senator Kerauver. Which we will put in the record. The exhibit 
based on the State Department’s original submission is in the record 
at page 9222 of part 16. It is exhibit 191. Then we will present the 
original signed price slip by the consul in Germany as a part of the 
record.? 

But for the sake of argument, you list $1.70 to the druggist. 

Mr. Hesse. Yes, sir. 

Senator Kerauver. For Miltown? 

Mr. Hesse. Yes, sir. 

Senator Kerauver. Whereas you were charging in the United 
States, $3.25. 

Mr. Hesse. We don’t charge it in the United States. We don’t sell 
Miltown in the United States. 

Senator Keravuver. You don’t sell it here, but the same product is 
sold here by Carter and Wyeth in the United States. How do yow 
account for that difference ? 

Mr. Hesse. I have no way of knowing how the price was set in the 
United States. There are several factors that affect our sales. 

Senator Keravuver. You sell it in Belgium at $3.25. 

Mr. Hesse. Yes; we do. 

Senator Kerauver. Which is the same as you sell it for in the 
United States. 

Mr. Hessz. We do not sell it in the United States. We do sell it in 
Belgium at $3.25. 


2 May be found in the files of the subcommittee. 
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Senator Keravver. You sell it in Belgium for $3.25. How do you 
account for the fact that you charge just half that in Germany ? 
Mr. Hesse. This harks back to something Mr. Duncan said a little 
earlier about our Italian friends who have duplicated this product. 
It stems partly from competition from other sources. It stems 
partly from the different conditions obtaining in various countries 
when you manufacture. In some countries, not particularly Germany, 
but in Belgium there are such things as price control, and, of course, 
competition. Now, there are local variations in markup customs, too, 
which enter into this. The price to the public and the druggist is not 
necessarily the price that the manufacturer obtains. We actually 
don’t supply our Miltown from the United States. The powder, the 
meprobamate powder is not obtained from the United States. 

Senator Krerauver. We have had a good deal to say about Italy, 

ae I notice that all of the companies there have the same high price, 
5.86. 

Mr. Hesse. This is what we like about the Italians. They manage 
to protect themselves in their own markets, but they certainly cut 
the throats, cut everybody’s throat all over the world on an oppor- 
tunistic basis. 

Senator Keravver. I see that you are right in there with the 
Italians with your high price of $5.86. 

Mr. Hesse. That is not a high price. That is the price, the going 
price in the market. 

Senator Krravuver. If labor is cheap in Italy, if there is no price 
control, no patent control, and you have this disruptive situation 
you talked ea. why do all of you charge exactly the same, $5.86 ? 

Mr. Hesse. I am not in a position to answer why the others charge 
the same price. We sell this product at a price—I will have to check 
my own prices here to see whether we actually do sell this at this 

rice. 
: Senator Krerauver. You sell these other products at the same price 
that they are getting. Mr. Martin talked about the cheap labor in 
Italy, the fact that they can make the product a whole lot cheaper 
and send it to the United States, so why do you 

Mr. Hesse. Are we talking about Achromycin now or Miltown? 

Senator Krravver. We are talking about Achromycin. 

Mr. Hesse. I beg your pardon. I didn’t know we had switched back 
to Achromycin. 

Senator Keravuver. We will switch back to Miltown a little later on, 
but you are selling Achromycin for $5.86 in Italy. 

Mr. Hesse. On this, I can be a little more fluent. The price of 
Achromycin in Italy is posted to the public at $5.81. It is posted to 
the retailer at $4.37, and at $3.96 to the wholesaler. Since we have 
joined into the competition in Italy, we are in Rome and we are living 
like Romans. We do not always get $3.96 in our price to the whole- 
saler nor does anyone else. 

Senator Keravuver. The posting in Italy is the highest price that 
you can charge. 

Mr. Hessr. And it is set by the Government. 
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Senator Keravuver. I know. That is the highest price. That is not 
the minimum price. 

Mr. Hessz. No, sir, that is correct, $5.81 is the maximum price. No 
one may get more. But I do not believe anyone gets $5.81. 

Senator Keravver. That does not mean that you could not sell for 
$2 or 50 cents. 

Mr. Hesse. We are selling for less than $5.81 and our competitors 
are, too. 

Senator Kzravver. It looks like you are just getting all the traffic 
will bear. 

Mr. Hesss. In Italy it is a highly competitive market. 

The $5.81 to the wells — 

Senator Krerauver. But the posting has nothing to do with it. We 
heard about that before. The posting is the highest price you can 
charge, and you are charging the highest price. 

Mr. Hesse. We are not charging the highest price. 

Senator Keravuver. On the information we have here, all the prices 
are at $5.86. 

Mr. Hessg. I am sure that this is copied from the price list of the 
manufacturers who uniformly say, “We charge $5.86.” That is the 
posted price. 

Senator Keravver. No, sir, this goes to the individual drugstores. 

Mr. Cuumerts. What are you actually getting? 

Mr. Hesse. We are getting considerably less. Of course, we do not 
sell in drugstores. We sell to wholesalers and a small portion of our 
business to retailers. Our price of $3.96 we donot obtain. Now, what 
happens to it after that or whether the druggist insists on getting 
$5.86 I cannot comment on. 

. Senator Keravuver. This is the price to the druggist that we have 
ere. 

Mr. Hesse. The price to the druggist is $4.37, Mr. Chairman. 

Senator Kerauver. Maybe that was after this information was re- 
ceived, but this is as of the time this information came to us. 

Mr. Hesse. I have the $5.81 that you have. 

Senator Keravver. It is $5.86. 

Mr. Hesse. Yes, $5.86. This was given to us as $5.81. 

Senator Kerauver. Do you have a world price that you and all 
these other companies try to get? 

Mr. Hessz. No, sir. I do not know anything about the other com- 
panies. We have a policy in Cyanamid of selling our products that 
are exported from the United States at the same prices at which they 
would be sold to the wholesaler in the United States. 

We try to follow this policy. Thisis not rigid. It cannot be rigid 
under the conditions I have described where no places are alike and 
you have got government regulations and sometimes you are selling 
directly to the government instead of the consumer, and so forth. 

Senator Kerauver. As I understand it, on the bulk material you 
ship from the United States and that you process abroad, you have 
= —? of trying to get the same price that you do in the United 

tates ¢ 
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Mr. Hessz. No. I was referring to our normal exports of finished 
goods from the United States. 

Where we manufacture abroad, we have an entirely different situa- 
tion. We must tailor the problems to the market, including such 
things as labor costs, government regulations, local customs, competi- 
tion, and all the other factors that enter into it. 

(At this point, Senator Hart entered the hearing room.) 

Senator Kerauver. How do you account for the identity of prices 
not only in the United States but in all of these other countries be- 
tween you and the other companies ? 

Mr. Hessr. I cannot comment on the United States, but I can com- 
ment that in approximately I think maybe half of the countries in 
which we do business, there is some form of regulation which results 
in uniformity of prices either because there is outright price control 
or there is an outright regulation of markup or sometimes by a more 
subtle method of establishing a government list at which the gov- 
ernment health scheme, where such schemes obtain—if you want to 
get on their list you must list at that price, and I think that has been 
true—I notice here in Dr. Blair’s list—in several of these countries 
that is precisely what happens. That is what happens in Australia. 

Senator Kerauver. I remember very vividly Mr. Hoyt talking 
about Mexico as an example, in connection with Miltown and Equanil. 

Mr. Hesse. I think he talked about Argentina quite a bit, did he not? 

Senator Krrauver. He talked about Mexico on one occasion. He 
said, “Well, we can sell our product at $2 and $1.80 in Mexico because 
of cheap labor and whatnot.” But here I see that the Mexican firm 
sells Achromycin at a higher price in Mexico than in the United States. 

Mr. Hesse. This is no longer true. I do not think it was true; 
$5.82 to the druggist. 

Senator Keravuver. $5.82 to the druggist, compared with $5.10 in 
the United States. 

Mr. Hesse. I do not know where those figures came from. There 
was a price regulation in Mexico which reduced prices automatically 
20 percent, and the comment I have received from our domestic man- 
ager is that he is having a little trouble down at the border with goods 
coming in the other way. So obviously, this price of $5.82 cannot be 
accurate. It may have been at the time it was compiled, but this price 
regulation I am talking about goes back to May 1959. 

Senator Keravuver. The price of Achromycin was set at the same 
time as the price of Miltown? 

Mr. Hesse. I beg your pardon ? 

Senator Kerauver. Your company sells Miltown, or did sell Mil- 
town, at $2.50 in Mexico and $3.25 in the United States? 

Mr. Hesse. We did not sell in the United States. 

Senator Kerauver. What I mean is that Carter and the other com- 
panies sold in the United States. Wyeth sold in Mexico at $1.80 and 
in the United States at $4.25. The explanation was that labor was 
cheaper in Mexico. But here I see that you are selling Achromycin 
higher in Mexico than you are in the United States. 

Mr. Hesse. I will agree that labor is cheaper, Mr. Chairman. How- 
ever, we set an overall objective as Dr. Malcolm has said, which we 
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try to achieve in the international field. We bought this powder at 
whatever price we bought it at, we were able to ‘buy it in the open 
market, and we sel] it in Mexico at competitive prices. 

Senator Keravuver. Senator Hart is here and he has been very 
patient. Do you have any questions, Senator Hart? 

Senator Hart. No, thank you, Mr. Chairman. 

Mr. Hesse. Mr. Chairman, if we have concluded, I would like to 
enter two exhibits into the record, an exhibit of relative prices of 
Achromycin which are lowest in the United States, which indicates 
the hours of labor that must be worked in various countries by the 
average worker in order to acquire the sum necessary to purchase a 
bottle of 16. Now, this chart shows that in the United States the 
U.S. worker, average worker, works 3.4 hours in order to be able to 
purchase a bottle of 16 capsules of Achromycin, 250 milligrams. 

Mr. Dixon. Mr. Hesse, would you give us the hours that it takes to 
make it? You are going to tell us how many hours it takes to buy it. 
Will you tell us how many hours it takes to produce it. 

Mr. Hessg. I am not prepared to do that, but I do not think if you 
are going to read some invidious comparison into that, there is no 
such thing. The hours of labor—certainly there is a difference in 

roductivity in many places of the world but it may be up and it may 
ie down, and I am sure you are chasing up a blind alley if you are 
going to go up and down that. 

Senator Kerauver. Very well, we will make this exhibit 32. 

(Exhibit No. 32 follows :) 
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RELATIVE PRICE OF 
ACHROMYCIN LOWEST IN U.S. 


(BASED ON 1959 RETAIL PRICES OF ACHROMYCIN) 


HOURS OF WORK REQUIRED BY AVERAGE WORKER TO BUY 
16 CAPSULES OF ACHROMYCIN (250 mg.) 


UNITED STATES:---[___]34 

UNITED KINGDOM: ia 8.9 
ARGENTINA 

MEXICO 

ITALY 

NETHERLANDS 

JAPAN 

BELGIUM 

BRAZIL 


* 1957 DATA LATEST AVAILABLE. SOURCE: U.N. STATISTICAL BULLETIN 
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Mr. Hesse. We have an amplified version of that which I think 
would be helpful to the committee to have in the record of all countries 
for which United Nations makes available these statistics on average 
wage rates, and which we have applied to our tetracycline or Achromy- 
cin. This is an abridged thing merely to show you some of these 
countries which we were discussing, from which it will indicate that 
despite everything that we have said about Brazil and Argentina, 
about the regulations and what not, and despite the fact that the prices 
are kept very low in terms of the cruzeiro, the Brazilian has to work 
16 hours as against the U.S. laborer who only works 3.4. So we 
really can’t say the prices outside the United States are lower than 
they are in the United States. You must have friends in Wash- 


ington—— 
aaa Keravuver. Suppose we see the exhibit you want to offer. 
If it shows the same thing—— 
Mr. Hesse. It shows the same thing with more countries. 
Senator Krerauver. Suppose we make that exhibit 32 instead of 
the one we have here. 
‘ Mr. Hesse. I would like to present this chart in the record, too, if 
may. 
Senaiee Keravver. All right, we will make it exhibit 33. 
(Exhibit No. 33 follows:) 


Schedule showing “real” value of earnings in manufacturing relative to purchase 
price of Achromycin 250-milligram X 16’s during 1959 (wages and prices in 
local currencies) 
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1 August 1960 U.N. Statistical Bulletin rate for males used. 

3 Figures based on 3 quarters 1959. 

3 1957-58 NICB rates updated by August 1960 U.N. Statistical Bulletin. 

4 August 1960 U.N. Statistical Bulletin rate per month converted assuming 40-hour week. 
‘ August 1960 U.N. Statistical Bulletin rate per day converted assuming 8-hour day. 

6 Latest available data 1958, 


Source: August 1960 U.N. Statistical Bulletin. 
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Senator Harr. Mr. Chairman? 

Senator Keravuver. Senator Hart. 

Senator Harr. So long as we are talking about exhibits and com- 
parisons and implications, and so on—I did not intend to comment on 
this—but much to my regret I missed the session yesterday, and this 
morning was struck by the exchange between the witness and the 
chairman with respect to this chart that appeared following page 22 
of Dr. Malcolm’s statement where the question was on the accuracy 
of the portrayal of advertising and promotional costs. I think one 
of the witnesses said he was surprised, if not misled, that we did not 
understand that this didn’t include the detail man. Then later this 
morning exhibit No. 23 was put in the record which is your company’s 
statement of the function of a detail man. 

I do not have exhibit 23 before me, but at several points there you 
say that the detail man is the key source whereby doctors can be in- 
formed about your product. This is the theme of your exhibit 23, 
that the detail man is the key source through which the profession 
can be informed of your products. And if you look at page 23 of the 
prepared statement of Dr. Malcolm to which was attached an exhibit 
ee chairman asked you about, you find that this conclusion is 
reached : 


It seems to me that these amounts represent the minimum that we could spend 
and expect to keep the country’s 200,000 physicians informed about our products. 

That was the way I would have read the purpose of that chart that 
is attached to the statement. This is the cost of keeping physicians 
informed. It omitted what exhibit 23 later told us was the key way 
to keep people informed, and if you had included that key method of 
keeping them informed, you would have had a graph four or five 
times higher in Dr. Malcolm’s prepared testimony than was reflected. 

As I say, I really did not intend to comment on that, except that it 
struck me as Lsat here this morning. And then when the reference 
was made to running up and down a blind alley about some other ex- 
hibit, it occurs to me in fairness to the chairman I thought I would 
put this on the record. T think it is not just because we are unin- 
formed with respect to this business, we might have assumed when 
we looked at this chart in the prepared statement that you were 
telling us what it cost to inform the profession. 

(Exhibit No. 23 may be found on p. 14203.) 

Senator Keravver. Thank you, Senator. 

Mr. Chumbris? 

Mr. Cuumerts. I have no questions. 

Senator Keravver. Mr. Kittrie? 

Mr. Kirrrir. I would just like to ask one question pertaining to the 
recent cut in prices, primarily for clarification. In your statement 
you say that the prices of broad-spectrum antibiotics were cut in 
order to meet competition. Now, I assume that in making your de- 
cison you considered not only the fact that your competitors cut their 
prices but you also considered your own finances, that is, you had to 
look at your own budget and decide whether or not you could afford 
to do that. In cutting these prices, did you at all envision what this 
might do to the net profits of your company? One of the criticisms 
here directed toward you was that your net profits are higher than the 
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net profits of other companies, much higher than all manufacturing. 
But when you cut these prices, did you consider at all what this might 
do to your net profit ? 

Mr. Duncan. Are you referring particularly to this recent price 
decline in tetracycline ? 

Mr. Kirrrie. That is right. 

Mr. Duncan. Yes. I don’t have the full figures on that yet. We 
made some calculations. But we are reasonably sure that there is 
going to be no objection about our profits above and beyond our 
objective now that we have met this price cut. I have the figures 
here for 1958 ; I happen to have them. 

This price cut results in a profit after taxes of 12 percent which is 
our minimum goal. 

Mr. Krrrrm. Thank you very much. 

Senator Keravuver. You had some exhibits you wanted to offer for 
the record, Mr. Dixon ? 

Mr. Drxon. One, Mr. Chairman. As you recall, heretofore when 
various companies have been before us, we have offered for the record 
the enumeration of their principal officers and directors. That memo- 
randum has been prepared for American Cyanamid by Dr. Brown 
of the staff from personal examination of records and material at 
the Securities and Exchange Commission. I would suggest that it 
be made exhibit 34 and that a copy of it be given to Dr. Malcolm. If 
he has any comments on it, will he submit them in writing and they 
will be made a part of the record. 

Senator Keravuver. Let the subcommittee memo be made exhibit 
No. 34-A, and Dr. Malcolm’s reply will be exhibit No. 34-B. 

(Exhibit No. 34-A may be found on p. 15278 and exhibit No. 34-B 
on p. 15281.) 

Dr. Matcoum. Mr. Chairman, may I be helpful to Senator Hart 
in terms of the inquiry ? 

Senator Kerauver. If you have any comments about the salary 
listings and cash incentive payments set out in this memo, will you 
file them for the record ? 

Dr. Matcotm. We will submit it to you, sir. 

Senator Keravver. All right. You want to say something to Sena- 
tor Hart? 

Dr. Maucotm. If you would turn over to the next page, Senator 
Hart, you will find a further—page 24—explanation relative to 
Lederle sales representatives and Lederle’s other services, and I think 
that the chairman will inform you that at the time of the discussion 
yesterday he had and the committee had in front of them informa- 
— which was referred to as form 1, which goes into more detailed 

ata. 

Senator Harr. Whatever the committee might have had before it 
yesterday, I am giving you the reaction of someone who read this, 
as I assume this was intended to be read as a full documentation, and 
this is my reaction when I saw exhibit 23 this mornin 


Dr. Matcotm. This was related to our domestic , Form 
1 represents our worldwide business. 

Senator Keravuver. The costs for the detail men weren’t included 
in the chart which amounts, as Senator Hart says, to about three 
times as much as the chart shows. Anything else, Mr. Dixon? 

35621—61—pt. 2411 
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Mr. Drxon. That is all. 
Dr. Matcorm. Mr. Chairman, I have two matters that I would like 
to call to your attention. One is that at a previous hearing a Dr. 
Solomon Garb made certain references to Lederle’s advertising, and 
at that time the chairman said that we would be permitted to submit 
astatement. Rather than read the statement, we would like to submit 
it for the record. 

Senator Krrauver. Very well. Let it be made exhibit No. 35. 

(Exhibit No. 35 may be found on p. 15284.) 

Dr. Matcotm. Then we have had with us 

Senator Kerauver. Was that in connection with meprobamate ? 

Dr. Matcotm. No, sir. 

Mr. Carey. Mr. Chairman, may I clarify that? That was testi- 
mony on April 15, the day Senator Hart was acting as chairman. Dr. 
Garb referred to several advertisements including two specifically of 
Lederle’s, and our submission that we wish to make is a reply to those 
specific charges. 

Senator Keravver. All right, sir. 

Did you have something else ? 

Dr. Matcotm. Yes, I had, if you please, sir. Dr. Perrin Long, 
whom you have met yesterday, is an internationally distinguished 
scientist and physician, and he came here at his own expense to volun- 
teer to appear with us. As you know, Dr. Long had the great misfor- 
tune of having cancer of the larynx, so he cannot speak. Now he had 
a prepared statement that he would like to have read or would like to 
have had Dr. Carey read for him. But the time has gotten late, but 
in respect to Dr. Long I would like very much to be permitted or have 
Dr. Carey be permitted to read the first three or four pages of it, 
which pays tribute to Dr. Long. I will introduce him to you. And 
then submit the complete statement for the record. 

Senator Kerauver. Very well. We are glad to have Dr. Long with 
us. Weknow he isan eminent physician. 

—" you read the first part and then the rest of it will be treated 
as read. 

Dr. Carry. Thank you, Mr. Chairman. 

‘ (The prepared testimony in full of Dr. Perrin H. Long is as fol- 
Ows:) 

I am Dr. Perrin H. Long, chairman of and professor in the Depart- 
ment of Medicine, Downstate Medical Center, State University of New 
York, and chief, department of medicine, Kings County Hospital Cen- 
ter, Brooklyn, N.Y. I hope the committee and its chairman will bear 
with me while my statement is being read by my friend Dr. Benjamin 
Carey whom I have known since he was an intern on the medical serv- 
ice of the Johns Hopkins Hospital in 1932. 

On June 30 last year I had my larynx removed at Johns Hopkins 
because of cancer, and my speech with the experimental Bell Tele- 
pe electrical larynx is not quite up to reading a statement of the 

ength of this one. 

I was born and raised in Bryan, Ohio, where my grandfather was, 
and my father is a general practitioner who has now retired. I re- 
ceived my B.S. and M.D. from the University of Michigan in 1924. I 
interned on the Fourth Medical Service, and was chief resident of the 
Thorndike Memorial Laboratory, both at the Boston City Hospital. I 
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next did research in the Hygienic Institute in Freiburg, Germany, 
and then went to the Rockefeller Institute where I worked with Dr. 
Peter Olitsky in Dr. Simon Flexner’s section on viruses until 1929. 

I then became a member of the faculty of the Department of Medi- 
cine in the Johns Hopkins Medical School and physician to the 
Johns Hopkins Hospital. 

Jn the department of medicine, I did research in the common cold, 
respiratory and other infections, and the sulfa drugs. The first ex- 
perimental and clinical investigations in this country on sulfanila- 
mide, sulfapyridine, sulfathiazole, and sulfadiazine were done by my 
team of research workers. 

In 1940 I was made chairman of and professor of the new Depart- 
ment of Preventive Medicine in the Johns Hopkins Medical School. 

In that department my team and I carried on early research in this 
country in 1941 on penicillin, and the initial clinical investigations 
of the antibiotic Aureomycin in 1947-48. My coworkers and myself 
have studied streptomycin, Chloromycetin, polymyxin B, Terramycin, 
llotycin, Kantrex and other antibacterial substances. 

Since becoming a member of the faculty of the Downstate Medical 
Center, State University of New York in 1951, I have supervised and 
made possible clinical investigation of all the major antibiotics which 
have been developed in the past 9 years. I have written about 150 
scientific articles on infectious diseases and their treatment. 

I am a veteran of World War I, in which I served in France as an 
ambulance driver, and of World War IT, in which I served overseas 
for almost 3 years, and for most of that time I was the American 
consultant in medicine for the American armies in Allied Force Head- 
quarters in north Africa, Sicily, and Italy. 

I have been decorated by the American, British, and French Gov- 
ernments for war service. 

I am now a retired brigadier general, Medical Corps, U.S. Army 
Reserve. I receive no retired pay. 

I have served my Government in a civilian capacity as Chairman 
of the Committee on Chemotherapeutic and Other Agents of the 
National Research Council from 1940 to 1942, and I initiated through 
this Committee some of the earliest arrangements for the manufac- 
ture of penicillin for use by our military forces in World War IT. 

I have been at various times, or am, a consultant to the Army, Navy, 
Federal Trades Commission, Food and Drug Administration, and 
Public Health Service. 

In 1948, I was full-time medical adviser in the Office of Civil De- 
fense Planning. 

I have received numerous civic and educational awards for my work 
in the field of infectious diseases. I am the editor of Resident Physi- 
cian and Medical Times. Both of these journals have controlled 
circulations, and as with many other journals which have large cir- 
culations, are supported almost entirely by medical and other adver- 
tising. I was on the advisory editorial staff of MD, and the Journal 
of Antibiotics and Chemotherapy. 

I am a member of numerous medical societies, including the Asso- 
ciation of American Physicians, American Society for Clinica] In- 
vestigation, and the American Medical Association, and was a member 
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of the Council of National Defense, and a member of the Council on 
Drugs of the American Medical Association until J — 1, 1960. 

My major duty in the Council on Drugs was that of being referee 
for that Council for antibacterial substances, primarily the sulfa drugs 
and antibiotics. In that capacity, I studied available data and then 
I advised on and recommended Council action relative to matters of 
toxicity, efficacy, dosage, and allowable claims for new sulfa drugs, 
new antibiotics, and other antibacterial substances. 

Although, during the 20-odd years I was a member of the Council 
on Drugs, I had a direct access to a great deal of “inside” information 
relative to the development of, and approaching acceptance of, drugs, 
I have never bought or owned a share of stock in a drug company, 
and the same holds for my wife Elizabeth Griswold Long. 

I believe I am qualified to testify before this committee in the role 
of an expert and of a public spirited citizen. 

While I am sitting with my two old and good friends from Lederle 
Laboratories, I want the record to show that I volunteered to testify 
with them and am not acting today in any capacity other than that of 
an interested citizen, and that I am paying all of my expense for this 
mes to testify before your committee. 

am doing this because I feel that it is my duty as the senior 
investigator in this field in our country to appear before your com- 
mittee so that the record of the development of the antibacterial agents 
will be accurate. 

Mr. Chairman: 

Now, first of all in discussing sulfonamides, antibiotics, and other 
antibacterial drugs, it must be realized that they stand almost alone 
in the array of substances used for treating sick people, which are 
prescribed to cure the infections for which their use is indicated. 

The antibiotics, when properly used, will cure syphilis, pneumo- 
coccal lobar pneumonia, a number of types of meningitis, strepto- 
coccal infections, certain urinary tract infections, and gonorrhea, to 
mention but a few of the infections in which they are curative. 

Prior to the advent of sulfonamides and antibiotics, everyone in 
my experience who developed a Beta hemolytic streptococcal men- 
ingitis died. In World War I, 39 out of every 100 soldiers who devel- 
oped meningococcol meningitis died, while in World War II the death 
rate dropped to about 4 per 100 instances of this disease. 

In 1936-37, in our wards in the Johns Hopkins Hospital, despite the 
best treatment which we could offer with specific rabbit serum, 21 out 
of each 100 patients who had pneumococcal pneumonia died. Now, 
in my wards in the Kings County Hospital, but one or two die per 
hundred patients ill from pneumococcal lobar pneumonia. 

The sulfonamides and antibiotics are lifesaving. 

Aside from being lifesaving, they cure quickly. One injection of a 
certain type of penicillin will cure more than 90 percent of all patients 
who have early syphilis. Prior to the use of penicillin for the treat- 
ment of syphilis, a victim of this disease was under treatment con- 
stantly for 18 months, and often much longer, and the cure rate was 
relatively low. It was extremely costly business to have syphilis in 
those days. 

Now in the Kings County Hospital in Brooklyn early syphilis can 
be cured with $2.68 worth of benzathine penicillin. 
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Complications and hence the number of days in hospital for patients 
having pneumococcal lobar pneumonia or meningococcal meningitis 
have been greatly reduced. We constantly see instances in which a 
very few dollars worth of an antibiotic saves promptly, not only the 
life of the patient, but hundreds of dollars in hospital bills as well. 

The savings in dollars which accrue to government and to industry 
from the curative effects of antibiotics which cause a cutting down in 
the length of sickness in employees and hence increasing production 
run into the millions and millions of dollars each year. 

Let us take one disease, lobar pneumonia. 

Prior to the development of specific therapy for this disease, in 
those patients who had a crisis, the recovery period averaged 9 days; 
in patients whose fever came down by lysis, 21 days was required for 
recovery. Patients were advised not to return to their former occu- 
pations for at least 6 weeks and preferably 8 weeks or longer was con- 
sidered necessary for convalescence. 

Now the hospital stay averages a little over a week and patients 
generally go back to work after being home 8 or 4 days. 

With hospital costs running $20 to $40 a day the savings in money 
are considerable. 

That this is the general opinion of the laity and physicians alike 
can best be documented by the study on “Modern Prescription Drugs, 
a Report of This Impact on the Family Budget,” which was prepared 
by the Citizen’s Committee for Children of New York City, Inc. This 
report was directed— 
to those in the professions and in government who are concerned with this 
problem and in a position to take appropriate action. 

In paragraph 4 on page 5, of the findings of this report, the follow- 
ing statement is made: 

But there appears to be no disagreement about the fact that in relative terms 
these drugs are cheap at any price as compared with the cost of hospitalization, 
prolonged illness, frequent visits to or from physicians, not to mention lives that 
may be saved by their use. 

This is in reference to the sulfa drugs and antibiotics. 

That the severity of the lobar pneumonia we are treating today is 
approximately the same as it was 25 years ago is indicated by the fact 
that pneumonia germs are recovered from the blood in about a quar- 
ter of our patients who enter the Kings County Hospital because 
they have pneumococcal lobar pneumonia. This is what we found 
25 years ago at the Johns Hopkins Hospital in Baltimore. 

Let’s examine both sides of the picture and to do this let’s take 
three well known, so-called broad-spectrum antibiotics: Achromycin®, 
Terramycin®, and Chloromycetin®. I am using their brand names 
so that the committee members will know what I am talking about. 

On prescription, their cost, if the pharmacist follows the retail 
price suggested by the manufacturer, will be around 50 cents per 
capsule. at goes into that price? 

ell, first of all, the cost of research and development. Thousands 
and thousands and thousands of soil samples may be tested without a 
worthwhile antibiotic being found. One of the largest pharmaceu- 
tical manufacturers has literally spent millions of dollars in looking 
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for an effective antibiotic without coming up with anything of its 
own. 

But suppose a mold similar to the one which produced Aureomycin 
is found. Then hundreds of thousands of dollars may be spent on 
the development of the antibiotic it produces. An entirely new plant 
— have to be developed, engineered and built to produce the anti- 

lotic. 

Grants-in-aid must be made to clinical investigators all over the 
country to assist them in their clinical investigations of the new 
antibiotic. 

The pharmaceutical companies which have done the most in the 
field of sulfa drugs and antibiotics try to pick the experts in the field 
to test their new products. For example, from 1934, when I received 
my first grant-in-aid from a pharmaceutical company for a research 
problem looking toward the development of sera for treating strepto- 
coccal infections, the record will show that over $150,000—more than 
half of which was donated by the American Cyanamid Co.—has been 
given me and my group by pharmaceutical companies, for support 
of research in various aspects of infectious disease, and for research 
with sulfa drugs, antibiotics, and other antibacterial substances. 

It must be remembered that in the 1930’s there were no National 
Institutes of Health with their multimillion dollar grants-in-aid pro- 
grams and the money from medical foundations was at a low ebb. 

I don’t know what we would have done had it not been for the 
grants which we received from various pharmaceutical companies. 
I am certain that our early investigations of the sulfa drugs would 
have been greatly curtailed had it not been for the continuing support 
of the pharmaceutical companies. 

Then, too, in the first 2 or 3 years after World War IT, money again 
was tight when the Office of Scientific Research and Development 
closed out its contracts, and once more the drug companies stepped 
into the breach and provided money for our research on antibiotics. 
It may seem odd for me to say what I am going to say next, but it is 
the truth. 

Except for a Government contract during World War II, I have 
never spent a cent of Federal money on my research work, and I am 
rather proud of that. 

T have been just one of a Jarge group of clinical investigators inter- 
ested in this field, who received financial support from private foun- 
dations and the drug industry. And, I might add, since World War 
II the costs of clinical investigations are increasing. 

During the period 1936-42, when we were investigating the sulfa 
drugs and penicillin, my secretary was paid $1,200 per year; and my 
chief technician, $960 per year. Today, my secretary receives $5,482 
and our chief bacteriological technician gets $5,860 per year. Per- 
sonnel clinical investigation is becoming increasingly expensive and 
difficult to get, as everyone here knows. 

Another factor of great importance relative to these grants-in-aid 
from the pharmaceutical companies was that there were no strings 
attached to them. I was not hedged in; I had freedom to do what 
I desired; and people were not disturbing me by making site visits 
and interrupting my work to see what was going on as now may happen 
with the grants from the NIH and certain other sources. The com- 
panies were very liberal in this respect. 
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They trusted the investigator, and hoped that his work would be 
productive and worthwhile. They put their money on a man, not a 
ae They did not object to your working with competitors’ 

roducts. 

a Actually, for several years after World War II, when I was still 
at Hopkins, I had grants-in-aid from Abbott; Lederle; Lilly; Parke, 
Davis; and Upjohn. Three of the companies—Abbott, Lilly, and 
Upjohn—while having an interest in penicillin and streptomycin, had 
not at that time developed an antibiotic of their own. That came 
later. 

Let us suppose that the new antibiotic is very promising. It is 
highly effective in a number of infections and doesn’t seem to pro- 
duce many reactions. An application is filed for the release of the 
new drug with the Food and Drug Administration. 

This is favorably passed upon and the new antibiotic is ready for 
marketing. 

At this point I would like to digress and to remark that I believe 
pharmaceutical companies exist for two reasons: 

The first being that they want to develop, make, and market products 
which are essential for the protection and maintenance of national 
health and welfare; and, secondly, because many thousand people have 
put their hard cash into the support of these companies with a full 
expectation of a decent appreciation of and return from their invest- 
ment, management does its best to make a profit. 

Those research people, or doctors, who look down their noses at 
profits are, in my opinion, either ivory-tower recluses or people who 
deep in their hearts have a desire to destroy, if they could come to 
power, one of the major facets of the American way of life; namely, 
our competitive system, of free enterprise for a profit. 

I say this because I have spent 35 years in the Medical Academic 
Grove, and I know how fuzzy-minded some of the emotionally dis- 
turbed and jealous people are who inhabit this grove. And, un- 
fortunately, they seem to be increasing year by year. 

Well, with this digression finished, let’s get back to the new anti- 
biotic. It’s competitive; it’s new; and the doctors must be informed 
about it. 

This is done by advertising, which we all know costs money (and 
without which the most widely read medical journals in the country 
would either have to discontinue publication, be subsidized by the 
taxpayer, that is, the Government, or charge such excessive subscrip- 
tion rates that few would be able to afford them), and by the use of 
the medical service representatives, the so-called detail men of the 
company. 

As pointed out in the report sponsored by the Citizen’s Committee 
for Children of New York City, Inc., a 
desire to have the “very latest” and hence the “very best” is found not only 
in private practice; it has been noted by health department and hospital per- 
sonnel who find that the low-income minority group families tend to feel that 
they are being discriminated against if they are not given the more widely ad- 
vertised new medication. 

Many times during the past 25 years the records show that these 
families would have been scientifically discriminated against had they 
not been given the latest effective drug. 
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I have not read the transcripts of the hearings of this committee 
and most of what I know about what has gone on in these hearings, 
I = from reading the New York Times or the World-Telegram 
and Sun. 

At least, as they have reported it, brand names would seem to be 
evil things. A little history about medical brand names seems in 
order. 

Up until 1946 or 1947, the Council on Pharmacy and Chemistry of 
the American Medical Association would recognize but one brand 
name for a drug, and that was the brand name proposed by the in- 
ventor of the drug. 

As a result, only one brand name for a drug could be advertised 
in any of the journals sponsored by the American Medical Associa- 
tion, and by what was called the cooperative advertising bureau 
which included most of the journals of State medical and some other 
societies. 

This policy then rewarded the inventor of a drug with what was 
essentially a monopoly on his product, and if several inventors claimed 
the product, the first on the ground alone was allowed to use a brand 
name. A well known example of the monopoly which existed is that 
of Adrenalin, the generic name of which is epinephrine. 

For a time, years ago, other manufacturers made epinephrine, but 
because they lost money on it, most of them gave it up. 

Adrenalin is what you think of and I don’t know of any other com- 
pany than Parke, Davis which makes Adrenalin (epinephrine) to- 
day. 

hie prior to 1946-47, the net result of this policy of the American 
Medical Association not only created a monopoly but also limited 
sharply the advertising of a new product. 

As a rule, so little of a product carrying a generic name was sold as 
compared to that bearing the brand name, that it was frequently not 
advertised to speak of. It was to eliminate these monopolies, which 
its policy had established, that the American Medical Association 
changed its policy after the war. 

Advertising of brand name ethical drugs also serves a number of 

urposes for the pharmaceutical manufacturer and the physician. 
For the manufacturer it gives him a method of making the name of 
his product familiar to sliesiaiiaen (the brand name is almost always 
easier to remember and spell than the generic name), and it permits 
him to display prominently his findings about the product, up to the 
date of the advertisement, relative to its toxicity, efficacy, and dosage. 

If we include package inserts, and brochures, publications, tle, 
booklets, etc., which make up the direct mail type of advertising, it 
must be said that the pharmaceutical manufacturer plays a very im- 
portant role in the postgraduate education of the practicing physi- 
cians in the country today. 

This is even so as far as medical school faculty members are con- 
cerned. 

In the Report of the Citizens’ Committee for Children of New 
York City, Inc., the investigators state that— 
even faculty members admitted that they, too, now receive much of their day- 
to-day postgraduate education from pharmaceutical trade publications, from 


detail men, and advertisements in medical journals and from the fine print of 
the hundreds of samples which flow into their offices on an endless 
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However, that this is true irks some medical educators to the point 
at which, like ostriches, some of them (ivory-tower types) hide their 
heads in the sands of annoyance to avoid facing reality. 

Fortunately, the majority of those educators who are interested in 

ostgraduate medical education face up to this problem, and try inso- 
‘ar as it is possible to make certain that claims for a new prescription 
product are within the bounds of scientific and clinical reason. 

This, then, brings one to the point of the control of the accuracy 
of therapeutic claims. 

The Food and Drug Administration is primarily concerned with 
the safety of a medicinal product. The current law permits that Ad- 
ministration to do little about claims for efficacy except for certified 
drugs. That function and responsibility for surveillance lies prima- 
rily with the Federal Trade Commission, which in my experience has 
generally limited its proceedings primarily to studies of and action 
on claims made for proprietary, or over-the-counter remedies. 

However, with any useful drug which has been shown to produce 
toxic reactions in susceptible individuals, the Food and Drug Admin- 
istration requires that a warning be included in all labeling. 

The warning is there if physicians want to take time to read it. 
Also, a great number of the advertisements contain information about 
the product they portray. Let’s take two companies with which I 
have been quite familiar, and one publication, Medical Times. 

Lederle has had 179 advertisements in that journal in the calendar 
years 1958 and 1959, and 103 of these advertisements were educational, 
Abbott had 28 advertisements during that period, and 14 of these were 
educational. 

Various medical associations which own and publish medical jour- 
nals exercise a control over advertising by refusing to accept advertise- 
ments which in the opinion of a committee which deals with such prob- 
lems goes beyond current proven scientific and clinical data relative to 
toxicity or efficacy. 

The American Medical Association uses its council on drugs as its 
advisory committee for this purpose. 

Up until the middle 1950’s, when again the specter of monopoly 
arose, the council scrutinized most of the journal advertising, he: 
chures, package inserts, and direct mail advertising for new products 
and for new claims for established products because it issued a seal of 
acceptance for ethical drugs which conformed with the principles of 
acceptance as laid down by the council. 

Drugs which did not have the seal of acceptance could not be adver- 
tised in any of the dozen or more publications owned by the American 
Medical Association, and by many other medical journals in this coun- 
try which followed the lead of the American Medical Association in 
this respect. 

However, at that time the seal of acceptance was abandoned because 
of worries about monopolies and antitrust proceedings. 

From 1939 to the middle 1950’s, as referee for the sulfonamides, 
antibiotics, and certain other ethical antibacterial products, I had to 
look over proposed advertising material of all types, proposed “journal 
spreads,” package inserts, brochures, cards, letters, etc., dealing with 
these substances. 
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The council records will show that during that period, that there 
was no major conflict relative to advertising claims for these products; 
that in those instances in which questions were raised, it was mainly 
because in the opinion of the referee the data cited was either not 
properly controlled, or was from sources which he did not consider 
adequate. 

In other words, this represented an opinionated disagreement in re- 
spect to data originating from other basic scientists or physicians. 

For example, as far as the Lederle Co. was concerned, I find I queried 
their medical service departments about three times between 1948 and 
1956 relative to very minor points in their advertising material on anti- 
biotics which had been submitted to the council on drugs for approval. 
I do want it understood that advertising material for ethical drug 
products does not originate in the brains of the boys in the charcoal 
gray flannel suits, but is derived from data presented or published by 
basic scientists and physicians. 

If the ad is questionable in another doctor’s mind, it means that the 
data on which claims are based may be questionable. 

I might add that as referee, I was not always right, because certain 
claims which I thought not too well substantiated turned out to be 
correct. I will cite one—my insistence that claims for the use of 
sulfathiazole in the treatment of meningococcal meningitis be dis- 
allowed—when it eventually turned out to be the best drug at that 
time (1939-40) for the treatment of this disease. 

Since the middle fifties, while the council on drugs has abandoned 
its seal of acceptance, it still has been the final advisory group to the 
advertising committee of the Journal of the American Medical Asso- 
ciation, and its members still pass on pieces of advertising for the 
association’s journals. 

I would now like to turn to the question of the role of the medical 
service representatives or “detail” men. I have considerable under- 
standing and knowledge of this group as my son was a medical service 
representative for 2 or 3 years for Lederle. 

I have never turned a medical service representative man away from 
my door. They almost always have something worthwhile to say. 
I am also very much interested in studying them as human beings try- 
ing to do a conscientious job, and, I consider that they fill a most 
useful role. 

Who are these people? 

Well, most of them are college graduates and some have even had 
education in the basic medical sciences. 

What do they do? 

They serve several functions. First, they keep the physician in- 
formed of new products of their company, and of new developments 
relative to established products. 

They also provide emergency supplies of new drugs when drug- 
stores are closed or do not have the new product in stock. 

Second, they provide physicians with new products (samples), 
and furnish the doctor with all types of literature dealing with their 
company’s products. 

Third, they receive and transmit information about their prod- 
ucts from physicians to the medical and/or research departments of 
their companies, thus helping to add to the general fund of informa- 
tion about the products. 
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Fourth, as the intermediaries between their companies’ research 
and clinical departments and the doctors, they are in a position to 
find most of the answers to questions raised by the doctors about their 
companies’ products. 

Fifth, certain medical service representatives perform a very use- 
ful service in making it possible for physicians to carry out clinical 
research on their products, by arranging for grants-in-aid facilities, 
and material for clinical investigation. 

Are these medical representatives or “detail” men salesmen ? 

The answer is: Of course they are—but not in the usual sense. 
You can’t buy ethical drugs from them. They are not like the Fuller 
Brush man who shows you the brushes, takes your order, delivers your 
brushes, and collects your money. 

A good medical service representative keeps his doctors completely 
informed about his company’s products, answers questions, or tries to 
find the answers, provides all types of service day and night relative 
to his products, and by his personality, knowledge, and dedication to 
be of service to his doctors does his level best to have them use his 
company’s products rather than those of a competitor. As I have 
seen them over the past 30 years, they are an interesting, capable, 
and a very useful group of men. 

I would like to say a word about doctors because, by and large, we 
are the people responsible for the use of brand-name, ethical drugs. 

We are an interesting, opinionated, hard-working, generally pretty 
well educated group of individualists, whose dedication, ethics, and 
sense of etiquette relative to our calling are generally quite above 
those of the community in which we live, and upon whom the in- 
creasing demands of scientific medicine are placing a continuing 
heavy and expensive burden. 

Those who are in practice are faced more and more with a choice 
between rather narrow specialization, with the ability to develop a 
rather complete knowledge of a chosen field, or with doing a general 
family practice, and having to depend on being kept up to date by 
medical information being constantly made available to them in a 
correlated, brief, and direct form. 

It is my opinion—and I have expressed this repeatedly over the 
last 15 or more years—that in the area of providing this type of 
medical information to practicing doctors, the ethical pharmaceutical 
industry of our country has done an outstanding job, and the people 
of this country should be most grateful for it. The industry has 
saved many, many lives by providing specific drugs and by keeping 
the doctors of this country informed and up-to-date about new life- 
saving remedies. 

In concluding my statement I would like to pose two questions and 
then answer them. 

I ask: What effect have medical service representatives had in in- 
fluencing doctors to use their company’s broad-spectrum antibiotic? 

In my opinion, there are five such antibiotics, and so as not to con- 
fuse or disturb anyone on the committee, I will list them by their 
generic names: chloramphenicol, chlortetracycline, oxytetracycline, 
tetracycline and demethyclortetracycline. 

These antibiotics are highly competitive, essentially nontoxic (chlor- 
amphenicol on rare occasions damages certain elements of the blood), 
and effective when used according to printed directions. 
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I am absolutely convinced that with these antibiotics, the knowl- 
edge, personality, and desire to be of service promptly which the 
medical service representative exhibits makes the difference in many 
instances as to which product the doctor will use. 

The second question is: Are the sulfa drugs and antibiotics mis- 
used ? 

My answer is: “You bet they are.” 

By whom ? 

The doctors who prescribe them and by patients who threaten to fire 
the doctor who doesn’t give them their pet antibiotic when they have 
a common cold, a viral sore throat, a viral pneumonia or some other 
type of infection for which treatment with antibiotics is useless. 

his happens, gentlemen, far more than you realize. Not long ago 
a doctor whom I know was called late one afternoon to see the patient 
of another doctor who was out of town. She had an acute common 
cold and also chronic asthma. 

She imperiously demanded that she be given penicillin, which my 
friend refused to give her, because it is not a good idea to give asth- 
matics penicillin. The patient got very angry, dismissed the doctor, 
saying, “I’ll get a doctor who will do what I say.” 

She did. He gave her an injection of penicillin, and in less than 
5 minutes she died from an anaphylactoid reaction produced by the 
penicillin. 

This is what doctors all over the country are facing today: patients 
who want an antibiotic. Before I was silenced by the surgeons, I 
ranged this country far and wide and at medical meetings told doctors 
when not to use antibiotics; I wrote an article for “This Week” beg- 
ging patients not to ask their doctors for antibiotics, and you know it 
hasn’t done much good. There seems to be no limit to the ability or 
the desire of the public to absorb antibiotics. I want to thank you 
gentlemen for the courteous reception you have given my statement. 

Mr. Matcorm. Thank you very, very much. 

Senator Keravver. One matter that I neglected to clear up, since I 
have always thought the American druggist and customer was at a 
_ disadvantage, was how you are able to get meprobamate from 

arter for half of what they sell it to Wyeth? 

Dr. Matcotm. May I refer that to Mr. Hesse? 

Senator Keravuver. The situation in rough figures is that we find 
that Carter has the patent through its Wallace Laboratories. They 
have the drug manufactured by five or six companies, who sell it in 
bulk to Wyeth for approximately $9.50, and they sell it to you for sale 
overseas at about $4.50, which manifestly lets you start out with a lower 
price for meprobamate for foreign use than Wyeth and Carter sell it 
for here. 

The conclusion is inescapable to me that Carter would rather com- 
pete in the United States with somebody who is going to pay a higher 
price for it, and therefore would sell it at somewhat of a fate price, 
so they, in turn, can sell their product at a higher price in the United 
States. But how does it happen that you can get it for half that 
Wyeth does? 

Mr. Hessz. Mr. Chairman, we came down to Washington prepared 
to talk antibiotics, and I was driving en route, due to Mike Quill’s 
tying up of the Pennsylvania Railroad—I was driving down when this 
telegram arrived and I heard about it when we got here. 
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However, I could comment in a general way that we are not licensed 
to sell Miltown in this country, and you are aware of that, and our 
foreign prices can only be compared with the domestic prices of other 
companies. 

I don’t believe such a comparison is very meaningful, at least with 
respect to Cyanamid’s policy, since we have nothing to do with prices 
charged by other companies in the United States; and Carter, our 
licensor, has nothing to do with the prices that we charge abroad. 

It has been brought out in these hearings that Cyanamid obtained 
this bulk from Carter at less than half the price at which Carter is 
selling it to American Home for. 

I would just like to emphasize here that Cyanamid knew nothing 
about this price charged by American Home, but we simply negotiated 
the best price we could get from Carter. We were their distributors. 
We were in this business to make a profit. We just had to put our- 
selves in the position to make this an interesting product to us, which 
it is, to a marginal degree, but we did not have any knowledge of what 
their prices were to anyone else. We merely know what we were able 
to negotiate with them or with others to buy meprobamate. 

Senator Kreravuver. Did you license Carter for anything in return? 

Mr. Hesse. No, sir; we did not, not that I know of. 

Mr. Duncan. No. 

Mr. Hesse. We don’t purchase from Carter. Wenever did. 

Senator Keravuver. You don’t what ? 

Mr. Hesse. We do not purchase from Carter Products. 

Senator Keravver. I know, but Carter does not make it; they give 
you the right to make it. 

Mr. Hesse. We actually buy it outside the United States, Mr. Chair- 
man, because, as I say, to make this thing at all attractive to us as their 
— we got it at the best price we could get it, anywhere we 
could. 

Senator Keravuver. Gentlemen, I want to thank you for coming 
down and giving us this information. It has been helpful to the com- 
mittee and to the public in discussing what your company does in its 
operations in connection with drugs that you manufacture and sell. 

I think I should say, in the first place, that your company is an old 
and stable one. I have been much impressed with the research efforts 
that have been made by the Lederle people, by the fact that you have 
tried to find out cures for various diseases in the United States, and 
pre you have been successful in some and that you have not been in 
others. 

We haven’t brought out much about your advertising for the simple 
reason that we have not found a great deal to fuss about in connection 
with your advertising, for which I want to compliment you. 

Mr. Matcotm. Thank you, sir. 

Senator Keravuver. I do think that it should be pointed out that 
you have had the same rigid price on antibiotics for a period of about 
10 years, as has been shown. 

While there may be product competition, there has been, to the 
pharmacist, no price competition until this recent reduction which 
was brought about by Pfizer on the 1st of August. 

In connection with all of the companies in the antibiotics business, 
they have had identical prices regardless of what the dosage may be 
or in what form it might lie sold. 
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There is an important matter of public opinion and public policy 
involved in this identical pricing over a period of a long time. 

We have seen, on the other hand, where there has been no licensing 
in the case of penicillin, and in the case of streptomycin where every- 
body has been given the right of manufacture there has been price 
competition and prices have gone down. 

It is interesting also, I think, that we have secured information 
that in the fair trade States you and the other companies have set 
identical minimum fair trade prices which would be a violation of 
State law if the druggist sold for that amount. 

You have had constantly, or generally constantly, rising profits 
until you have reached the point of 17.6 percent net on sales, after 
taxes, after research, and after everything else, which is a very large 
profit, the average for all industry being about one-third of that. 

I can see no reason why your drug prices have to stay as high as 
they do to maintain even a very substantial or large profit. 

It is interesting to note that Pfizer, which initiated the last price 
reduction, last year made a net profit on sales of 9.8 percent. Yours 
was 17.7 percent. Why they should be the one to initiate a lower 
price, rather than your company, the highest profitmaker of all of the 
antibiotic producers, is an interesting question. It has also been inter- 
esting to go into the matter of your withdrawal from patent inter- 
ference on tetracycline, in which you were involved with Pfizer, and 
also in which Bristol was involved. The signing of contracts as to 
licensing and whatnot does raise a very interesting legal question, 
which I know is being considered by the Federal Trade Commission. 

There has been also, gentlemen, a remarkable division of contracts 
to the MMSA holding usually to the same price, which we do not find 
in cases where there is real price competition. We find that situation 
generally where there is a patent monopoly, but in cases like predni- 
sone or reserpine, certain types of potent tranquilizers, we found that 
there has been real competition in bidding for Government business. 
That has not been true in the case of antibiotics. 

Then, frankly, I have not been very well satisfied with the much 
higher prices charged to the Veterans’ Administration than has been 
charged the Military Medical Supply Agency. 

The large differences in foreign prices is also interesting, par- 
ticularly from the viewpoint that we have been told previously that 
foreign labor and all other expenses were cheaper, whereas now the 
price is higher even though that labor situation may continue to 

ersist. 
" There also seems to be a remarkable identity among the companies 
licensed to sell abroad, which will be interesting to examine. 

I hope and feel that the committee and the public is better informed 
about the antibiotic question. 

I am glad to see that there has been a price reduction of 15 percent. 
I sincerely hope that this is not going to squeeze the wholesaler out 
of operation. It would be a great misfortune if it did. I do not see 
how your wholesaler can operate on the markup that is going to be 
left him insofar as tetracycline is concerned. Also, I really cannot 
understand, if the retailer was to get the benefit of this 15 percent 
reduction, why there has been such a long delay in lowering your mini- 
mum fair-trade prices in fair-trade States. 
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As matters now stand, if the wholesaler is taken out of the picture, 
you will be getting just about as much for your product, if not more, 
and the customer would be paying the same price. The 15 percent 
extra would be kept by the druggist, which is not a fair situation. 

We stand in recess until 2 :30. . 

Dr. Matcotm. Mr. Chairman, before we recess, I would like to say 
that assuming that that is your summation, that I am in disagreement 
with a very great deal of it, if not all of it, and that we came down 
here and we have done our very best to explain to you the nature of 
our business, how we conduct it, in a truthful, straightforward, and 
objective manner, and we are going to stand on the record we have 
submitted. Thank you very much, sir. 


Senator Keravuver. Let me say if you have no further comments 
to make—— 


Dr. Matcotm. No, I have no further comments. Thank you very 
much. 

Senator Keravuver. Thank you, sir. 

(Whereupon, at 1:25 p.m., the committee was recessed to reconvene 
at 2 :30 p.m., the same day.) 

(At the direction of the chairman, the following letter was placed 
in the record at this point :) 


NATIONAL SHOE MANUFACTURERS ASSOCIATION, INC., 
New York, N.Y., September 20, 1960. 
Hon. Estes KEFAUVER, 
U.S. Senate, Washington, D.C. 


My Dear SENATOR KEFAUVER: I had the pleasure of meeting you at the reception 
our association gave for legislators at the Statler in June of 1959, at which we 
presented all types of samples of imported shoes. 

It has been called to our attention that during the drug hearings recently}, 
Dr. Malcolm of the American Cyanamid Co. testified that antibiotics had dropped 
66 percent between 1948 and 1958, while the price of shoes rose 25.2 percent. 
The use of the Bureau of Labor Statistics price index in this way without 
further explanation is thoroughly misleading and we have so advised Dr. 
Malcolm. Mr. Ewan Clague, of the Bureau of Labor Statistics, would be the 
first to agree. 

The Bureau of Labor Statistics index quoted by Dr. Malcolm does not take 
into consideration the tremendous changes in product-mix that have occurred. 
Many new and better materials at lower costs have been developed and many 
new varieties of footwear have been demanded by consumers. 

The BLS price index for footwear is based on precisely the same types of 
shoes, or as near as possible the same types, throughout this 10-year period. 
It does not take into consideration the fact that the increases in shoe produc- 
tion since 1948 have been almost entirely in the casual and sport categories, 
which fall into the middle and lower price brackets. Because the BLS index 
does not give consideration to this change in the mix, it does not reflect truly 
what has happened in the shoe industry. 

The Department of Commerce, Bureau of the Census, however, publishes data 
monthly which reflect accurately these changes in the shoe industry. Census 
figures will show that the average factory value of all shoes in 1948 was $3.72 
a pair, and in 1958 was $3.55 a pair. In 1959, for example, it was $3.78. In no 
case, does the average cost per pair increase at the 25.2 percent rate indicated 
by BLS figures. 

Adding a typical retail markup to these factory figures would give an average 
retail price for shoes in 1948 the same as in 1959. Except for the increase in 
population and shoe production to take care of this increase, the total consumer 
shoe bill would have been the same in 1959 as in 1948. 

I felt that you might like to have this information in your files. 

Very truly yours, 
Merritt A, WATSON. 
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AFTERNOON SESSION 


(Present at the convening of the session: Senators Kefauver, pre- 
siding, and Dirksen.) 

Senator Kerauver. The committee will come to order. 

Our witness this afternoon is Rear Adm. William L. Knickerbocker, 
Supply Corps, U.S. Navy, and his associates, who are with him. 

Admiral Knickerbocker is the Executive Director of the Military 
Medical Supply Agency. 

We were supposed to have concluded with the American Cyanamid 
witnesses yesterday and to have heard you the first thing this morning. 

apologize for the delay and for any inconvenience we may have 
caused you, Admiral Knickerbocker, and your associates. 

We have here a biographical sketch of the life and career and ac- 
complishments of Admiral Knickerbocker, part of which I will read, 
and all of it will be put in the record. 

(The biography referred to may be found on p. 16494.) 

Senator Kerauver. Admiral, you have had a great career and have 
held many important positions. We know of the work you are doing 
in your present position, and the very important responsibility that 
has been placed on your shoulders. So we are glad to have you 
here to tell us about it. 

Will you first introduce some of the officers and civilians who are 


with you and who are connected with the Military Medical Supply 
Agency ? 


STATEMENT OF REAR ADM. WILLIAM L. KNICKERBOCKER, SUPPLY 
CORPS, U.S. NAVY, EXECUTIVE DIRECTOR OF THE MILITARY 
MEDICAL SUPPLY AGENCY, BROOKLYN, N.Y.; ACCOMPANIED BY 
COMDR. ARNOLD WEISS, SUPPLY CORPS, U.S. NAVY; ALBERT C. 
KORNBLUM AND ANTHONY C. CREA, OF THE OFFICE OF GENERAL 
COUNSEL, NAVY DEPARTMENT 


Admiral Knicxersocker. Gladly, Mr. Chairman. 

On my right is Comdr. Arnold Weiss, my purchasing officer, com- 
mander, Supply Corps of the Navy. 

On my immediate left is Mr. Albert C. Kornblum, of the Office 
of General Counsel of the Navy Department, and on his left is Mr. 
Anthony C. Crea, my immediate general counsel in New York. 

Behind me is Colonel McMahan, who appeared before you in May, I 
ig Colonel McMahan is of the Air Force, and my technical 
officer. 

I will not introduce the other gentlemen in the back row. We are 
very glad to have them lend the Liyal support of the Department of 
Defense and the Navy Department. 

Senator Keravver. Tell us who the gentlemen back of you are. 

Admiral Knicxersocker. Colonel Cannon of Dr. Berry’s office, 
Assistant Secretary of Defense, Health and Medical, Commander 
Newlove, from the Office of Legislative Liaison, and Commander 
Gerhardt, also of the Office of Legislative Liaison. 

Senator Dirksen. Admiral, I see you were born in Marshall, Mich. 
Admiral Knickersocker. Yes, sir. 








ADMINISTERED PRICES 13775 


Senator Dirksen. That was part of the old congressional district 
represented by Paul Schaeffer, was it not ? 

Admiral Knickrersocker. Yes, sir. I attended one of Mr. Schaef- 
fer’s famous barbecues while he was still alive, and it was quite an 
institution, I understand. 

Senator Dirksen. He was a great fellow, I esteemed him asa friend. 
And along with it, of course, that is the most significant thing in your 
biography, because that is good Republican territory. 

Admiral Knickersocker. Well, maybe I shouldn’t say this here, 
but my father ran a Republican newspaper in Marshall, Mich. 

Senator Kerauver. We are trying to change the situation up there 
now. 

We are certainly glad to have you with us, Admiral Knickerbocker, 
and these gentlemen who are with you. We would be glad to hear 
from you at this time. 

We have here a copy of a very interesting little booklet, “Military 
Medical Supply Agency,” that tells what you do. 

Admiral Knickersocker. Well, sir, this booklet was prepared for 
the Northeast Business Opportunities Exposition at Portland, and they 
were so popular that we have very few of the blue copies, which are 
the better copies, left. 

Senator Krerauver. We will make it a part of the files, but it will 
not be printed in the record. 

(The booklet referred to may be found in the files of the subcom- 
mittee. ) 

Senator Kerauver. I notice that your statement is broken down 
into several sections, in which you deal with several different kinds of 
drugs. zat you would rather read the whole statement without inter- 
ruption ? 

indeed KNickERBOCKER. With your permission, sir, I would like to, 

Senator Keravver. All right,sir. Will you proceed ? 

Admiral Knicxersocxer. Mr. Chairman, and distinguished mem- 
bers of this subcommittee, it may be a little superfluous to tell you that 
I am William L. Knickerbocker, rear admiral, Supply Corps, U.S. 
Navy, presently assigned as Executive Director of the Military Medi- 
cal Seca Agency (MMSA) which is located in Brooklyn, N.Y 
have commanded MMSA since its official designation as an activity of 
the Navy on June 26, 1956. 

The primary mission of MMSA under the single manager plan is to 
rovide worldwide support to the Armed Forces of the United States 
or medical supplies and equipment. To facilitate the performance 

of our mission, we are assigned full supply management responsi- 
bility for our commodity area. This includes standardization, cata- 
loging, the determination of requirements, financial control, procure- 
ment, quality control, distribution, and inventory control of all medi- 
cal material used by the armed services. In addition, we purchase 
materials for the Office of Civil and Defense Mobilization and the 
Public Health Service, as requested. 

There is one small omission here. We also procure and furnish 
material under the military assistance program for our allies. 

Our agency is staffed by 497 civilian employees and 45 officers and 
enlisted men of the Army, Navy, and Air Force. In addition, we have 

35621—61—pt. 2412 
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172 personnel performing common service functions for our 15 tenant 
activities in Brooklyn. 

On May 11, 1960, my former Deputy, Capt. Herman R. Fahlbusch, 
Supply Corps, U.S. Navy, accompanied by the head of our technical 
department, Col. Phillip E. McMahan, Medical Service Corps, U.S. 
Air Force, testified before your subcommittee concerning the use of 
generic names by MMSA in the performance of its various supply 
management functions. At that time, Captain Fahlbusch avoided any 
description of our procurement function in view of my scheduled 
appearance before you at this time to discuss that very subject. 

Accompanying me today are Comdr. Arnold Weiss, Supply Corps, 
U.S. Navy, my purchase officer, and Mr. Albert C. Kornblum and Mr. 
Anthony C. Crea of the Office of the General Counsel of the Navy 
Department. 

The body of my presentation falls into four parts: “The Nature and 
Scope of Procurements,” “The Pricing Experience,” “The Reaction,” 
and “The Foreign Procurements.” 

Gentlemen, I would first like to review the nature and scope of the 
procurement accomplished by the Military Medical Supply Agency. 

In fiscal year 1958—MMSA’s first complete business year—the total 
dollar value of our purchases was $49.5 million. Of this amount, 
$32.6 million, or about 65.9 percent, was spent for drugs and biologi- 
cals; the remainder was expended for various surgical, dental, and 
hospital supplies and equipment. In fiscal year 1959 the total pur- 
chases went up to $68.2 million; and drugs and biologicals accounted 
for some $41.7 million or 61 percent. In fiscal year 1960, just com- 
pleted, the grand total for purchases was $65.4 million, and 52 percent 
of this total, or $33.7 million, went for drugs and biologicals. 

The Military Medical Supply Agency accomplishes the largest an- 
nual procurement of drugs and biologicals within the U.S. Govern- 
ment, the Veterans’ Administration running second. Even though 
there are firms in the commercial market which, within a year’s time, 
will purchase a greater total quantity of a specific drug than will our 
agency, many of the individual procurements of these items by 
MMSA are greater in quantity and dollar value than those of any 
nongovernmental buyer. 

In conjunction with my last statement, it might be in order to point 
out that during fiscal year 1960 there were 6 separate procurements 
for which the dollar value was in excess of $1 million; there were 18 
separate procurements with a dollar value in excess of $300,000 but 
under $1 million; and 91 were in excess of $100,000 but under 
$300,000. 

MMSA has been obtaining its drugs and medicines and other medi- 
cal supplies from a variety of suppliers, both large and small. As a 
matter of fact, our bidders’ lists presently contain approximately 
3,600 names. However, this does not mean that on each procurement 
we are fortunate enough to have a large number of suppliers partici- 
pate. Actually, the supplier response to our procurement solicitations 
can be roughly divided into three grroups: Those in which a sizable 
number of firms participate, some in which a few suppliers partici- 


pate, and others in which only one source of supply habitually 
responds. 
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At this point, however, I would like to digress to say a few words 
about our small-business program—a program of which we are quite 
proud and for which we have been commended by the Small Business 
Administration. Since the first days of MMSA, every effort has been 
made to foster the Government’s small-business program. During 
fiscal year 1958, contracts totaling $13.3 million, or 27 percent of our 
total dollar awards, were placed with small business firms. During 
fiscal year 1959, small-business firms received contracts in the value 
of $20.6 million, or 30 percent of the total dollar awards. The data 
for fiscal year 1960 indicates that small business received contracts in 
the value of $21.2 million or 32.5 percent of the total dollar awards. 
More detailed information concerning our small-business program is 
contained in our pamphlet “Small Business Story,” copies of which 
have been furnished to the committee and the members of its staff. 

The Military Medical Supply Agency has in its catalog a total of 
8,300 items of which 835 are in the class of drugs and biologicals. 
Of course, not all of the drugs and biologicals have been purchased 
with the same regularity. The procurement of some has been in- 
frequent. Expenditures for others, because of sporadic demand, have 
been sizable at times and relatively small at other times. Most of the 
drug items, however, are purchased with such regularity that price 
patterns can be developed. 

For the purpose of our analysis, we have reviewed the procurement 
history of drugs and biologicals which have been purchased with regu- 
larity; and we have covered the period of time from January 1, 1957, 
when MMSA became fully operational, through June 1960. This 
review reveals the following: 

First there are procurements where the trend of prices paid is, in 
general, progressively downward. We refer to this as the competitive 
price group. 

Next, there are the procurements where the price paid for the item 
generally tends to go down but with one major difference. This down- 
ward trend is slower than that in the first group, with smaller decre- 
ments which occur less frequently and with the price, therefore, re- 
maining steady—or leveling off into a plateau—over several consecu- 
tive procurements. We have labeled this the plateau price group. 

Lastly, there are procurements where the price for the item gen- 
erally tends to remain constant. This might be referred to as the rigid 
price group. 

These price patterns have been ascertained in the purchase of anti- 
biotics and tranquilizers as well as other items, and I would like to 
review for you some of the procurements in those areas which are 
typical. In order that the relationship of the price trend to the quan- 
tity procured may be more readily visualized, we have prepared charts 
for each of the items I am about to describe. 

I must apologize, in introducing my helpers I overlooked Lt. Comdr. 
Richard Applegate, who is standing by the charts over on your left, 
Mr. Chairman. 

Senator Keravuver. Glad to see you, Commander Applegate. What 
was our last exhibit? 
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Mr. Drxon. Thirty-five. 
Senator Keravuver. Chart 1 will be made exhibit No. 36-A. 
(Exhibit No. 36-A follows :) 


6505-237-8480 PENICILLIN G TABLETS 100’s 
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Admiral Knickersocker. That is the one that refers to penicillin. 
Antibiotics: Let us first consider these price patterns as developed 


in the area of antibiotics. 

Penicillin G tablets which we purchase in bottles of 100 fall within 
the competitive price group. We have nine bidders for this item, both 
large and small. Since January 1957 we have procured penicillin G 
tablets on 17 occasions, and in that period of time the price trend has 
decreased from a unit price of $1.29 to a unit price oF $0.65. These 
17 purchases have varied in quantity from a high of 560,000 bottles 
to a low of 9,600. 

Chart No. 2. 

Senator Keravver. That will be numbered exhibit No. 36-B. 

(Exhibit No. 36-B follows:) 
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6505-286-7302 TETRACYCLINE HYDROCHLORIDE TABLETS 
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Admiral Knicxersocker. A very interesting item. Tetracycline 
hydrochloride tablets. 

The procurement of tetracycline hydrochloride tablets by MMSA 
illustrates the plateau price group. With this item, however, the 
price paid by the Government not only developed plateaus but rose 


from an initially lower price. 

When the Government first purchased these tablets, it paid $11 per 
bottle of 100 in a procurement involving 94,176 bottles. Six months 
later in May 1957, the unit price (from a different supplier) was still 
$11, even though the quantity purchased was about one-seventh that 
of the previous procurement. On the third procurement, 9 months 
later, the price rose, inexplicably, to $17.24—a 57-percent increase over 
the previous $11 price. As a matter of fact, in this latter procure- 
ment the low offeror refused to take more than one-half the quantity 
required by the Government, and the remainder had to go to the 
second low offeror at a price of $19.19 per bottle—or an increase of 
74 percent over the initial low price. 

uring 1958 there were 3 additional procurements of tetracycline 
hydrochloride for 93,476, 41,904, and 25,632 bottles, respectively. For 
the first two of these procurements, the price remained at $17.24 and 
for the third it was $17.15. In June 1959, it seemed that this price 
“freeze” finally had been broken when the Government was able to 
buy 46,512 bottles at a unit price of $14.36. Butno! This “thawing 
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out” process was illusory, because 2 months later, in August 1959, 
a solicitation for 28,000 bottles again produced an offered low price 
of $17.15 with 3 suppliers offering the identical price. This was the 
same price as quoted before the so-called price break. When this oc- 
curred, MMSA felt that it had no alternative but to cancel the pro- 
curement because of the unreasonably high price. 

Over a period of 3 years, four independent suppliers participated 
in the Government procurement of this item. Nevertheless, in that 
time the price rose to a high of 174 percent of the initial low price, and, 
thereafter, with one exception, became constant in the $17 bracket. 
Moreover, all price quotations to the Government bore no relationship 
to the quantities ordered, as you can see from the chart. 

Aside from the foregoing peculiar pattern of cost to the Govern- 
ment, there are other characteristics in the procurement history of 
tetracycline hydrocholoride tablets which should be noted. On a 
number of procurements, more than one supplier initially offered the 
identical low price. Furthermore, even when only one supplier was 
low, others came in at higher but identical prices (i., either the 
specific prices offered were the same, or they became identical when 
the prompt payment discount was applied). 

Mr. Dixon. Admiral, before you leave that chart, let me remark 
that it does not reflect any of the foreign purchasers. 

Admiral Knickrersocker. We will come back to it, sir, as chart 
2-A when [ hit the foreign procurement. 

Senator Kerauver. Chart 3 will be exhibit No. 37. 

(Exhibit No. 37 follows:) 
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Senator Keravuver. All right, sir. 

Admiral Knickrersocker. Oxytetracycline tablets, which we pur- 
chase in bottles of 100 also fall within the plateau price group. This 
item is sole source with Chas. Pfizer & Co., Inc., which sells it commer- 
cially under the trade name “Terramycin.” Since January 1957, we 
have purchased this antibiotic on 16 occasions. The first seven pur- 
chases were at a unit price of $10.97. The next six purchases were at 
a unit price of $10.75. The last 3 of these 16 purchases were at a 
aoe of $10.11. The quantities for these several purchases varied 

rom a low of 250 to a high of 153,216 bottles. 

Senator Keravuver. You have 129,000 in your prepared statement. 

Admiral Knicxersocker. I would like to point out that there is a 
correction there. That should be, the next to the last line, the last 
figure, instead of 129,744, it should be 153,216. This presentation was 
made up for our 1959 figures and somehow or other this was missed 
when it was updated. 

Chart No. 4, please. 

Senator Keravuver. That will be exhibit No. 38. 

(Exhibit No. 38 follows:) 
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Admiral Kwnicxkersocker. Chlortetracycline hydrochloride cap- 
sules. There are two antibiotics in the “rigid price group” which I 
would like to bring to your attention. 

The first of these is chlortetracycline hydrochloride which is sole 
source with Lederle Laboratories, Division of the American Cyanamid 
Co., and is marketed by that company under the trade name of “Aure- 
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omycin.” We purchase this item in units of 100 capsules to a bottle. 
Since January 1957, there have been six procurements, and for all six 
the unit price has been $11. The procurement quantities have varied 
from 5,000 bottles to a high of 83,340. 

Chart No. 5. 

Senator Keravver. This will be exhibit 39. 

(Exhibit No. 39 follows :) 
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Admiral Knickrersocker. Chloramphenicol capsules. 

The other antibiotic in the “rigid” price group is chloramphenicol— 
an item which we purchase in bottles of 100 capsules and for which, 
to date, we have had only one supplier, Parke-Davis & Co., who sells 
it under the trade name of “Chloromycetin.” 

Since January 1957 there have been 15 procurements of this anti- 
biotic by MMSA. The first four purchases were made at a unit price 
of $12.50. On the fifth procurement, Parke-Davis reduced its price 
to $11.25 after the purchase officer discussed with a company repre- 
sentative the previous rigid price history for this item regardless of 
quantity purchased. Thereafter, the succeeding 10 purchases re- 
mained at the new unit price of $11.25 even though the quantities 
varied from 96 to 92,832 bottles. 

Tranquilizers comprise the next area of my review, and we will refer 
to chart 6. 

Senator Keravver. It will be exhibit No. 40. 

(Exhibit No. 40 follows :) 
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Admiral Knicxersocker. Tranquilizers. 

Tranquilizers comprise the next area in my review. 

Reserpine: One item in this area which has been in the competitive 
price * is Reserpine. We purchase this in units of 1,000 tablets to 


a bottle. In February 1957, MMSA purchased 8,256 bottles at a unit 
price of $0.92. Since that time there have been nine additional pur- 
chases and on the last one, which was for 3,024 bottles the unit price 
was $0.51. Incidentally, here as with penicillin G, we have both small 
and large business firms competing for the item, and our responses 
generally include about 11 bidders. 

Now for chart No. 7, meprobomate. 

Senator Keravuver. That will be exhibit No. 41. 

(Exhibit No. 41 follows:) 
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Admiral Knickxersocker. Meprobamate: Of the several tran- 
quilizers purchased by our agency, meprobamate (sold commercially 
under the trade names of “Miltown” and “Equanil”) is the one which 
has been procured most frequently and in the largest quantities. 

This tranquilizer, which MMSA purchases in bottles of 500 tablets, 
was first procured in February 1958. From that date through Feb- 


ruary 1960 there was a total of seven procurements; and on all of 
these procurements only two qualified suppliers, both domestic, sub- 
mitted offers. These domestic suppliers are Wallace Laboratories, a 
division of Carter Products, which is the American patent holder, 
and its licensee, Wyeth Laboratories, a division of American Home 
Products. The price history of these seven purchases of meprobamate 
is quite intriguing. 

The first procurement was for 13,680 bottles, and both Wallace and 
Wyeth submitted the identical unit price of $22.50 per bottle. The 
second, for 19,200 bottles, again found Wallace and Wyeth submitting 
the same price of $22.50 per bottle. The third procurement was for 
only 6,000 bottles, but this time Wyeth reduced its unit price to $20.25, 
whereas Wallace remained at the prior price of $22.50. I should note, 
in passing, that the Wyeth representative advised the purchase officer 
that this reduction in price came about because Wyeth realized, at that 
time, that while it was quoting the $22.50 per bottle price to MMSA, 
Wallace was quoting the $20.25 price to the Veterans’ Administration. 

On our fourth procurement, we had a requisition for the largest 
single quantity of this drug that we have ever purchased—43,560 
bottles, and these are bottles of 500 tablets. On this purchase Wyeth, 
and Wallace also, offered a unit price of $20.25, the same price we had 
paid for the previous purchase of only 6,000 bottles. Since negotia- 
tions to break the tie were unsuccessful, and since both of these sup- 
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liers were then in labor surplus areas, and neither is a small business 
ina under the regulations the successful offeror had to be determined 
by lot—and, thus, « chance determined the award by the Government to 
Wallace of a contract worth $882,000. Something like this can be 
pretty frustrating to a purchase officer who is conscientiously trying 
to do his job. 

I might add, also, that we do not flip coins at MMSA when we 
have to make an award by chance. We dean tongue depressors. 

On the fifth and sixth procurements, for quantities approximating 
20,000 bottles each, Wyeth was low at a unit price of $19.845. On the 
fifth Wallace remained at $20.25. On the sixth Wallace also offered a 
price of $19.845 per bottle, but Wyeth was successful since it was 
then in a labor surplus area and Wallace was not. The last of these 
seven procurements went to Wyeth at a unit price of $19.448; and at 
that time Wallace offered its previous price of $19.845. 

Therefore, gentlemen, in seven procurements, with a total cost to 
the Government of just under $3 million, and with two independent 
suppliers purportedly vying with each other for the Government busi- 
ness, we had equal low price offers on four separate occasions. In that 
time we were able to obtain from these two competitors a reduction in 
price equal to 13.5 percent of the highest price paid; and, of that 
13.5 percent, 10 percent was attributable to the fact that the VA was 
somehow receiving a 10-percent cheaper price than MMSA. 

Chart No. 8. 

Senator Keravver. This will be exhibit 42. 

(Exhibit No. 42 follows:) 
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Admiral Knicxersocker. At this point, I would like to review a 
few of the other drugs and biologicals. 
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Decatavitamin tablets, which we purchase in bottles of 100, are 
typical of the “competitive price group.” Since January 1957, we 
have purchased this item on 13 occasions, and in that time the unit 
price varied from a high of $0.603 to a low of $0.295. Here again 
we have an item where both large and small firms submit bids, and 
generally we have had a total of seven bidders competing for this item. 

Chart No. 9. 

Senator Keravver. Exhibit 43. 

(Exhibit No. 43 follows :) 
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Admiral Knicxerrocker. Insulin injection, isophane, USP, reflects 
a price pattern that forms plateaus, only three companies have partici- 
pated in the supply of this item to MMSA. In March 1957, we pur- 
chased 18,000 units at a price of $0.555. Since that time, we have made 
11 more purchases. As you can see from the chart, on the third pur- 
chase the unit price went up to $0.58 and it remained constant for an 
additional four purchases. Thereafter, it fell—I think the word 
“fell” is a little bit of a misnomer, but it fell to $0.578 and on the last 
procurement it was $0.486. Here again you will note that the quan- 
tities, which in that time varied from a low of 13,500 units to a high of 
55,000, have had little effect on the price. 

Chart No. 10. 

Senator Keravver. Exhibit 44. 

(Exhibit No. 44 follows:) 





ADMINISTERED PRICES 


6505-286-9869 NITROFURANTOIN TABLETS, 100 Mg (i$gr) 100s 
PRICE 
$ 


—PRICE 
acoeee QUANTITY 


JAN FEB FEB MAY JUN FEB MAY JUN NOV APR JUN FEB 
‘S7 ‘57 ‘57 "SF “SF ‘58 ‘58 ‘58 ‘58 ‘59 ‘59 ‘60 


Admiral Knicxersocker, The purchase, by MMSA, of nitrofuran- 
toin tablets, which are used for treating infections of the urinary tract, 
also epitomizes the extreme of price rigidity. From January 1957, 
when we first purchased this drug, through February 1960, offers on 
the procurement of the drug were received only from Eaton Labora- 


tories of the Norwich Pharmacal Co., which sells it under the trade 
name “Furadantin.” In January 1957 we required 1,200 bottles of 100 
tablets, and Eaton offered us a price of $11.96 per bottle. In February 
1957, 16,416 bottles were purchased, and this time the Government 
paid $11.97 per bottle. After February 1957, 9 additional purchases 
of nitrofurantoin were made from Eaton, and in all instances the price 
remained at $11.97 per bottle even though the —— per procure- 
ment varied from a low of 2,304 bottles to a high of 19,800 bottles. 

Chart No. 11. 

Senator Kreravuver. Committee exhibit 45. 

(Exhibit No. 45 follows:) 
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Admiral Knicxersocker. While in the area of the rigid price group 
for other drugs and biologicals, I might also review for you the pro- 
curement history of two other items. One of them is meclizine hydro- 
chloride tablets, which are used for motion sickness, and which we pur- 
chase in bottles of 100. 

Since June of 1957, we have had nine purchases of this item. In 
all cases Chas. Pfizer & Co., Inc., which sells this item commercially 
under the trade name “Bonamine,” has been the only supplier to par- 
ticipate, and has quoted a price of $5.08 irrespective of the quantity 
procured. 

Chart No. 12. 

Senator Kerauver. Exhibit 46. 

(Exhibit No. 46 follows:) 
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Admiral Knicxersocker. The other item is sulfasoxazole tablets, 
which is also used for infections of the urinary tract and is purchased 
in units of 1,000 to a bottle. The sole supplier since the first pro- 
curement in 1952 has been Roche Laboratories, division of Hoffmann- 
La Roche, which markets the item under the trade name “Gantrisin.” 


Since January 1957 there have been 11 ae with the price re- 
a. 


maining constant at $10.49 per bottle, although the quantities pur- 
chased have varied from 1,000 to 18,784. 


THE REACTION 


Gentlemen, as you know, it is the responsibility and duty of a Gov- 
ernment purchasing activity to obtain, at a fair and reasonable price, 
items which conform to specifications. Where the procurement his- 
tory of an item indicates substantial supplier participation and a price 
trend progressively downward, the purchasing activity has a measure 
of assurance that it may be obtaining a reasonable price. But what 
about the situation where the “plateau” or “rigid” price occurs? It 
may be that in such situations the prices have attained their lowest 
level and therefore are fair and reasonable; however, we have been 
unable to substantiate this hypothesis. 

The Armed Services Procurement Regulation urges that, where a 
question arises as to whether the offered price is fair and reasonable, 
steps should be taken to resolve that question by obtaining a cost 
breakdown or price analysis from the potential contractor. 

The Navy Department has negotiated the purchase of billions of 
dollars of supplies and has obtained from suppliers cost and price ~ 
analyses by which a determination could be made that the prices 
offered to the Government bore a logical relationship to the con- 
tractor’s overall costs. This is not our experience, however, with the 
drug and pharmaceutical industry. Generally, MMSA has been un- 
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able to obtain such cost analyses from its suppliers, and there is no 
way under the present law in which these suppliers can be required to 
produce such analyses if they are confident they can sell their prod- 
ucts without doing so. 

Armour Pharmaceutical Co., of Kankakee, Tl., has been a striking 
exception to this general situation. This company has provided us 
with cost breakdowns on the last two contracts received by it for 
blood derivatives. Incidentally, negotiations following receipt of 
these two cost analyses resulted in a net savings to the Government of 
$138,500 below the original offers received from this company. 

Normally, the Government can retroactively determine the reason- 
ableness of prices paid by resorting to the statutory renegotiation 

rocess. However, the drug and pharmaceutical items purchased by 

MSA are the same as the commercial “shelf” items sold by the sup- 

liers, and, as a consequence, the Government’s contracts for these 
items are excluded from renegotiation. 

Under the Navy regulations, where prices offered by several sup- 
pliers appear to be unreasonable and noncompetitive, a report of such 
fact must be made to the Office of Naval Material and the Office of the 
General Counsel of the Navy. These reports are for Justice Depart- 
ment investigation and review. MMSA has during the past 2 years 
submitted such reports on its procurement of tetracycline and mepro- 
bamate. However, a purchasing activity’s responsibility does not stop 
at report making. When it encounters prices of the type just described, 
it is incumbent upon that activity to develop other sources of supply 
from which it can obtain quality items at reasonable and competitive 

rices. 
. In its efforts to discover the existence of other sources of supply, 
MMSA has become aware that the existence of a sole source of supply 
for a particular item is most frequently attributable to the fact that 
the sole vendor is the American patent holder of the item and no 
other supplier has been licensed by that patent holder. However, a 
variety of reasons may account for the existence of only a few sup- 
pliers who will sell some items to MMSA. In the case of meprob- 
amate and the tetracyclines, the existence of a patent with a limited 
number of licensees is the reason for the small number of suppliers. 

Where an American patent does exist, the many other suppliers 
of drugs and biologicals who are on MMSA bidders’ lists may not 
commercially produce and sell the item since the patent holder can 
enjoin them from doing so or can sue them for damages if they actually 
produce or sell the drug in question on the commercial market. These 
nonlicensed domestic suppliers have stated that some of these patented 
products could be delivered by them to MMSA from foreign sources. 


The Comptroller General of the United States, however, has ruled 
consistently that— 


* * * it would be improper to reject a low bid merely because the bidder was not 
licensed to manufacture a patented article. 

In other words, by virtue of the provisions of title 28, United States 
Code, section 1498, the Government may obtain patented items from 
other than the American patent holder. It should be noted that under 
section 1498, the sole remedy of such patent holder is to bring suit 
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against the United States for “reasonable compensation” for the Gov- 
ernment’s use of the patent. 
Now, for the controversial foreign procurements, chart 2—A. 
Senator Kzeravuver. That will be exhibit 47. 
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Admiral Knickersocker. As I indicated earlier, in August 1959 
we canceled the procurement of tetracycline hydrochloride tablets be- 
cause of our dissatisfaction with the price offered by our suppliers. 

By September 1959, our requirements for this antibiotic had doubled 
to 57,600 bottles. At that time we forwarded requests for quotations 
to possible sources of foreign supply, as well as to our past domestic 
suppliers of this item. 

Upon the completion of negotiations, the best price was offered by 
an Italian firm, Farmochimica Cutolo-Calosi of Naples, which pro- 
posed to produce the tablets from bulk materials supplied by 
Farmitalia of the Montecatini group. 

The firm offered a unit price of $8.15 and delivery of the tablets to 
the Government was to be made in Naples, Italy. The lowest offer 
for the domestic product was submitted by the patent holder, Charles 
Pfizer & Co., at a unit price of $16.75—and this has appeared in the 
hewspapers—a price more than double that of the foreign firm, and 
one which would inpose on the Government a contract price about a 
half million dollars greater. At this point, we at MMSA, proceeded 
as follows to determine whether or not the purchase of this item could 
be consummated with the foreign firm. 

Our first step was to determine whether the foreign low offer was 
acceptable wader the Buy American Act. The evaluation of this 
offer in accordance with the rules prescribed by Executive Order 
10582, the Armed Services Procurement Regulation and the Navy 

35621—61—pt. 2413 
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Procurement Directives revealed that the proposed contract was not 
in contravention of the Buy American Act. 

The next step was to obtain the professional medical views of the 
Armed Services Medical Material Coordination Committee which rep- 
resents the Surgeons General of the three military services. 

We were advised by them that foreign tetracycline hydrochloride 
tablets would be acceptable if they were of the quality prescribed by 
our specifications and were certified by the Food and Drug Admin- 
istration (FDA). 

Since tetracycline is a certifiable antibiotic, we thereafter conferred 
with the Director of the Antibiotics Division, FDA, to ascertain 
whether the FDA was permitted, under the Federal Food, Drug, and 
Cosmetic Act, to certify tetracycline produced by foreign firms, and, 
if so, whether any foreign tetracycline had ever been certified by 
FDA. 

We were advised that foreign firms could be approved for the pro- 
duction of certifiable antibiotics; that if a contract were entered into 
with a foreign supplier, FDA personnel would proceed to the sup- 
plier’s plant, at his expense, to check the plant facilities, procedures, 
quality control, and personnel of such supplier; and that once the 
supplier was approved by FDA, he would be required to send samples 
of each batch of tablets to FDA in Washington, D.C., for certification. 

The proposed foreign procurement was discussed with the Chief of 
Bureau of Supplies and Accounts, the Chief of Naval Material, the 
Chief of Naval Research, the Office of the General Counsel in Wash- 
ington, and the Under Secretary of the Navy. Concurrences were 
received in each case. 

The final negotiation of the proposed contract was carried out with 
Farmochimica Cutolo-Calosi in Naples, and, after the FDA infor- 
mally advised us that this firm and its subcontractor, Farmitalia, were 
acceptable, our purchase officer signed the contract. 

At this date, Farmochimica Cutolo-Calosi has completed its deliv- 
eries under the contract; each batch of the tablets and bulk material 
delivered has been certified by the FDA; and this contractor and its 
supplier, Farmitalia, have demonstrated that they have the compe- 
tencv to produce tetracycline hydrochloride tablets of the highest 
quality. 

Charles Pfizer & Co. submitted a very strong protest to the Comp- 
troller General relative to the award of the contract to the foreign 
firm, Farmochimica Cutolo-Calosi. The contentions of the company 
were fully answered by the Navy Department, and on May 10, 1960, 
by Decision B-141459, the Comptroller General denied the protest on 
all counts. 

Two additional requirements for tetracycline hydrochloride tablets 
developed subsequent to the award of the foregoing contract to Far- 
mochimica Cutola-Calosi. The first requirement was for 36,000 units 
in March 1960, and the other, in May 1960, was for 144.000 units—the 
largest single quantity of this item ever purchased by MMSA to date. 

Tn each instance, negotiations were carried on with all of the domes- 
tic and foreign sources of supply on the bidders’ list: and in both 
procurements the final low offer was submitted by Farmochimica 
Cutolo-Calosi. 
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After the evaluations under the Buy-American Act and the clear- 
ances through the various echelons of the Navy Department established 
that these two low offers were acceptable, procurement contracts were 
awarded to Farmochimica Cutolo-Calosi; the one for 36,000 units was 
awarded in March 1960, at a unit price of $6.16, and the second for 
144,000 units was awarded in June 1960, at a unit price of $5.62 (see 
chart 2A). The total savings to the Government from these two 
contracts was $794,000. 

As a result of the award of the first contract to Farmochimica 
Cutolo-Calosi, other foreign sources of supply requested that they 
be placed on the MMSA bidders’ lists for meprobamate and nitro- 
furantoin. 

These two drugs, however, must be produced in accordance with 
an effective new drug application issued by FDA. As a consequence, 
when in April 1960, requirements developed for these drugs, and 
before we issued any requests for quotations thereon, we checked with 
FDA to ascertain whether, under the law, an effective new drug ap- 
plication could be issued to a foreign firm. 

Upon being advised in the affirmative, we issued one request for 
quotation for 36,408 units of meprobamate tablets and another for 
15,840 units of nitrofurantoin tablets. 

Each request specifically provided that the drug in question had 
to be produced in accordance with an effective new drug application 
issued by FDA. 

At the conclusion of the negotiations the low offer for meproba- 
mate—and this is chart 7-A 


Senator Keravuver. Chart 7—A will be exhibit 48. 
(Exhibit No. 48 follows:) 
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Admiral Knicxrrsocker. The low offer for meprobamate was sub- 
mitted by A/S Syntetic of Grindsted, Denmark, at a unit price of 
$3.95; and the low offer for nitrofurantoin—this is chart 10-A 

Senator Keravuver. That will be exhibit 49. 

(Exhibit No. 49 follows:) 
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Admiral Kwnicxersocxer. The low offer for nitrofurantoin was 
submitted by Zambon, S.p.A., of Vincenza, Italy, at a unit price of 
$5.50. 

These foreign offers were evaluated under the Buy-American Act 
and they were cleared through the various echelons of the Navy De- 
partment. The plant facilities, procedures, quality control, and per- 
sonnel of each of these suppliers were inspected on the site by FDA 
and Navy personnel. Contracts were awarded to these foreign 
suppliers when all of these preliminaries established that their offers 
could be accepted, and after each of these suppliers had been issued 
an effective new drug application. (See charts 7-A and 10-A.) 

I should like to point out that in each contract it is provided that 
samples from each batch of raw material and finished tablets must 
be tested and approved by FDA before any such tablets will be ac- 
cepted by the Government. 

The savings to the Government from these last two foreign pro- 
curements are approximately $550,000 in the case of meprobamate, 
and approximately $102,000 in the case of nitrofurantoin. Further- 
more, it should be noted that the Government would have had to ex- 
pend an additional $1.9 million if the five foreign awards had been 
made to the low domestic offerors. 

I might point out, gentlemen, that this $1.9 million in savings re- 
sulted from an expenditure of approximately $1.7 million. 

The foreign contracts already negotiated by this agency 

Senator Keravuver. I did not understand the $1.7 million figure. 
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Admiral KnickersocKker. We spent about $1.7 million, sir, on 
these five contracts, and it resulted in a savings of $1.9 million. 

In other words, we would have had to pay $1.9 million more to 
get what we got for $1.7 million. 

Senator Keravver. I see. 

Admiral Kwnicxersocker. The foreign contracts already nego- 
tiated by this agency establish that there are foreign drug firms which 
have the capacity to supply us with selected drug items which are 
produced in accordance with American specifications and standards. 

Still, it must be acknowledged that the procurement of supplies 
from a foreign firm is not a routine transaction by any means. In 
the first place, we are not interested in obtaining the commercial 
item of the foreign supplier. The drugs and pharmaceuticals which 
we require must conform to our specifications as to composition, con- 
trols in production, testing, and packing and packaging; and they 
must comply with the provisions of the applicable American drug 
compendium. 

The foreign suppliers, however able, are not completely familiar 
with these technical requirements and the general provisions of Gov- 
er1ment contracts, naturally so. In addition, the process of obtaining 
FDA certification or an effective new drug application is time con- 
suming and one which is strange to the foreign supplier. 

As time goes on, more and more suppliers are becoming aware of 
the fact that there is no outright prohibition imposed on our agency 
relative to the procurement of foreign drugs and pharmaceuticals, 
and they are now submitting offers to us for such items. 

We cannot undertake an out-of-hand rejection of these offers. The 
Buy American Act and the implementing regulations permit pref- 
erential treatment of domestic suppliers, but they do not permit the 
rejection of an offer merely because if proffers a foreign item—pro- 
vided, of course, that it does not come from an Iron Curtain country. 

As a matter of fact, and unless it is otherwise contrary to the best 
interests of the United States, the buy-American regulations authorize 
the purchase of a foreign produce provided that it is a quality item 
and that its price is less than that of the domestic item after the 
evaluation factors have been added. 

Any attempt, therefore, by MMSA to ignore foreign offers may 
not only result in costlier procurement by the Government, but it also 
may be a violation of the existing law and regulations. 

Insofar as foreign purchases are concerned, I can assure everyone 
who may be interested that the Military Medical Supply Agency 
will accomplish foreign purchases only in accordance with the ap- 
plicable law and regulations and only with such safeguards as insure 
the acquisition of medicines and medical supplies which conform in all 
respects with Government specifications and with the requirements 
of the Food and Drug Administration. 

Gentlemen, to summarize our position, we at MMSA, the largest 
purchaser of drugs in the Federal Government, have received in some 
instances what we consider to be noncompetitive prices. We are told 
that these prices are better than those quoted by the companies to 
other agencies of the Government or to State and city institutions. 
However, this comparison does not, per se, establish that the prices to 
MMSA are the best that can be offered to it, and cost and price 
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analyses, by which the reasonableness of the prices may be independ- 
ently determined, have been regularly withheld by the industry. 

As I see it, under the Armed Services Procurement Act, it is my 
responsibility and that of my purchase officer to procure quality 
medical material in a prudent manner. The material furnished by 
American industry is of the highest quality, but unfortunately I am 
not as reassured as to the realism of the prices offered or as to the 
extent of genuine competition received. And this is in some cases. 

The various domestic firms which offer us drugs and biologicals 
have cooperated with us in all other respects. They are consistently 
excellent in meeting our delivery schedules, and to a military organiza- 
tion that is of vital importance. I know that they have performed 
original research which has been of benefit to the Armed Forces. But, 
because of the uncooperative aspects of their pricing policies, we 
have on occasion been forced, not only to report to higher authority 
within the Government, but also to procure from reliable sources 
abroad. 

We are not bargain hunting abroad for the cheapest available 
item; however, we are determined to get our money’s worth wherever 
that can be done. We are resolved to obtain items of the required 
quality from responsible, reliable suppliers who offer us the best 
price. 

Gentlemen, the Military Medical Supply Agency will continue to 
obtain quality products for our Armed Forces. Please count on us 
to serve them sensibly. 

I appreciate the honor of being called before this subcommittee. 

We shall now do our best to answer whatever questions you may 
have. 

Senator Kerauver. Admiral Knickerbocker, before putting some 
questions, I want to say that I think it was certainly a step toward 
good housekeeping and saving money for the Government and tax- 
payers when, pursuant to enactment by Congress, the central pur- 
chasing agency for military supplies was set up. 

It has been doing a good job. This is the way procurement ought to 
be handled wherever possible, not only for the armed services, but 
other agencies of the Government using the merchandise and equip- 
ment that can be secured by a central purchasing agency. 

I want to say for my part that I commend you and the people 
who work with you for trying conscientiously to do a good job to pur- 
chase drugs of high quality at a reasonable price, and to save the tax- 
payers as much money as possible. 

I know from my knowledge of your work that you feel, as I do, 
that if prices were anywhere near even, you would like to buy these 
drugs from American manufacturers, but that when the price continues 
to be high, when you cannot get the companies to give you the justifica- 
tion for their prices, even when you apply the increased differential by 
virtue of the Buy American Act, their prices are still very much 
higher. You have no alternative but to try to save the taxpayers 
money, follow the law, and secure drugs at the best price that you can, 
where they meet specifications. 

Your procedure here has saved millions of dollars to the American 
taxpayer, not only by the purchase of foreign drugs, but by your ef- 
forts and the way you run your organization all the way through. 
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I know that this is not an easy position for you to be in. I know 
that you have shown a great deal of courage in your efforts to save 
money to the American taxpayer. I noted with interest your con- 
clusion, which I hope will be the case, that by showing that you can 
secure drugs abroad at a reasonable price, where you cannot get a rea- 
sonable price here, or where you cannot get information that will 
show what the reason for the higher prices are here; that this will 
cause the American firms to be more competitive, and that in the future 
they may get their prices down where you won’t have to buy abroad. 
I know that you are looking forward to that time. 

But for my own part, I want to commend you, and to say that I 
think you are very conscientious in the performance of your duties, 
and you are trying todo a good job. And I think you are. 

Admiral Knickersocxer. Thank you very much, Mr. Chairman. 

Senator Keravuver. I did have one or two questions I wanted to ask. 

First, do you have a copy of the Buy American Act? In general, 
what does the Buy American Act provide? Let’s make a copy of 
the Buy American Act exhibit 50. 

(Exhibit No. 50 may be found on p. 15291.) 

Admiral Kwickersocker. I have to defer to my legal assistant, 
Mr. Chairman. 

Senator Keravver. Mr. Kornblum, tell us in just a brief general 
way the provisions of the Buy American Act. 

Mr. Korneuivum. Sir, in brief, the Buy American Act provides that 
purchases will be made from American suppliers unless it is in the 
public interest to buy elsewhere, or unless by virtue of an unreason- 


able price it becomes desirable to buy elsewhere. That, in substance, 
is the thrust of the Buy American Act. 
Senator Kerauver. Mr. Chumbris has furnished us with a copy of 
the Buy American Act, which is 41 U.S.C. 10, which is exhibit 50. 
Pursuant to the Buy American Act, and to that provision, which 
reads— 


and unless the head of the department or independent establishment concerned 
shall determine it to be inconsistent with the public interest, or the cost to be 
unreasonable— 

rules and regulations have been promulgated adding a certain amount 
to take care of the labor differential ? 

Mr. Korneium. Yes, sir, Executive Order 10582 promulgated by 
the President has prescribed uniform procedures for determinations 
under the Buy American Act. 

Senator Kerauver. Will you tell us what Executive Order 10582 
provides generally ? 

Mr. Kornsitum. That Executive order, in short, for purposes of 
this discussion, provides that in adjusting the prices of a foreign 
quotation as distinguished from an American quotation, that certain 
simulated items be added to the foreign quotation. For example, in 
addition to the foreign quotation, there is added transportation costs, 
customs duties, whether or not payable, and then 6 percent is also 
added—in the event of a labor surplus quotation from a domestic 
supplier, 12 percent is added. 

Senator Keravver. I think we might put the Executive Order 
10582 in the record as anexhibit. That will be 51. 

(Exhibit No. 51 may be found on p. 15295.) 
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Senator Krrauver. The Executive order was supposed to take up 
the differential so as to put the sellers on an even basis, is that the 
purpose of it? 

Mr. Kornetum. That is correct, sir. 

Senator Krerauver. Admiral Knickerbocker, I notice that the last 


tetracycline order that you purchased was $5.62-per-hundred bottle; 
is that correct ? 


Admiral Knickrreocker. Yes, sir. 

Senator Kerauver. If you had added the “Buy American” accelera- 
tion to that $5.62, where would that have brought you out? Have 
you figured it ? 

Admiral Knickersocker. My purchasing officer says it would bring 
it up to about $6.50, for the domestic supplier to be competitive. 

Senator Krravuver. It would probably bring it up a little more than 
that. But in any event, that still is about $11 under what the Ameri- 
can companies have been bidding on these antibiotics. They bid $11 
at one time, of course, on tetracycline. Then they got the price up to 
about $19.80, and then down to $17. Is that correct ? 

Admiral Knickernocker. Yes, sir. 

Senator Kerauver. You felt under those circumstances that you 
had no alternative under the law, and the protection of the public in- 
terest, but to make these purchases. 

I was interested in meprobamate. You bought it for $3.95 per 
thousand ? 

Admiral Knickerrocker. 500, sir. 

Senator Krerauver. As I remember, for 500, Wyeth and Carter’s 
Wallace Laboratories charged in the neighborhood of $19.20, isn’t that 
correct ? 

Admiral Knicxersocker. There is a bottle of 500, Mr. Chairman. 

Senator Kerauver. Where did that come from ? 

Admiral Knickersocker. Denmark, sir. 

Senator Kerauver. And that is what you bought for $3.95 ? 

Admiral Knickersocker. Yes, sir. 

Senator Kerauver. And Wyeth and Carter’s bids, which were iden- 
tical, with one exception out of about eight bids, were in the neigh- 
borhood of $18, $19, $20. 

_ Admiral Kyicxersocker. From $19.50 up to $22.50, roughly speak- 
ing. 

Senator Kerauver. You reported that to the Department of Justice, 
did you not? 

Admiral Knickersocker. We reported it to the Navy Department, 
and they made the information available to the Justice Department. 

Senator Krrauver. The Justice Department has indicted Wyeth 
and Carter under the antitrust laws, is that not true? 

Mr. Kornetvum. Sir, that was an item for consideration in the De- 
partment of Justice. But that indictment has not eventuated. What 
has happened is that on January 27 of this year the Antitrust Division 
of the Department of Justice has started civil litigation under the 
Sherman Act against Wallace and against Wyeth. But the Govern- 
ment is proceeding civilly against those two companies, and not by 
way of a criminal indictment. 
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Senator Kerravuver. But it grows out of their identical bidding to 
the Military Medical Supply Agency. 

Mr. Kornsium. Indeed it does. 

Senator Kerauver. I think we ought to also put in the record a 
copy of the Comptroller General’s ruling which you referred to, 
Decision B-141459. We will make that exhibit 52. 

(Exhibit No. 52 may be found on p. 15297.) 

Senator Krravuver. The Comptroller General’s ruling seems to be 
fairly long. Will you tell us, Mr. Kornblum, what in essence it says? 

Mr. Kornsitum. The Comptroller General’s decision is dated May 
10, 1960. I might add that it has been supplemented by another de- 
cision dated August 5, 1960, in the light of supplemental protests from 
Pfizer & Co. 

In effect, the decision of the Comptroller General indicates that in 
making the transaction with the Italian supplier, the Navy Depart- 
ment acted in accordance with the Buy American Act and the pro- 
visions implementing that act, as set forth in the Executive order 
to which you have just referred, and in accordance with the Armed 
Services Procurement Regulation. 

It goes further and indicates that in so doing, the Navy Depart- 
ment acted within its rights as determined by title 28, United States 
Code, section 1498. 

This, the Comptroller General says, was enacted by the Congress 
specifically to enable the Government to obtain or use patented ar- 
ticles from any source by payment of reasonable compensation to the 
patentee, and the Comptroller goes on to say: 

Clearly the act is an amendment to the patent laws and restricts the rights 
of the patentee by providing for Government use of patents subject to fair 
compensation for such use. 

a this point in the proceedings, Senator Dirksen left the hearing 
room. 

Mr. Kornsium. With respect to further grievances by the Pfizer 
Co., pertaining to the Antidumping Act, the Comptroller General 
believes that the Antidumping Act was not violated, nor does he 
believe that section 337 of the Tariff Act of 1930 was violated, as it 
had been argued, and, thereupon, culminates the discussion of some 
six pages by determination that there was no basis to object to the 
action taken by the Department of the Navy. 

Senator Kerauver. If the Buy American Act was supposed to make 
up the differential so as to put foreign suppliers and American sup- 
pliers on an equal basis, and if any changes by virtue of the economic 
situation are required, that is for somebody else to make and not for 
you gentlemen, as we all understand. 

Mr. Kornatum. That is correct, sir. 

Senator Kerauver. And it may be that there should be some ad- 
justment of the Buy American Act. But in any event under the law 
and under the regulations, faced with an ability to save $1.9 million on 
a bid of $1.7 million, you felt that you would not be following the law 
if you did not make these purchases ? 

Admiral Knickersocker. That is correct, sir. 

Senator Kerauver. That is a fantastic figure: On expenditure for 
merchandise of $1.7 million, you save $1.9 million. 

Admiral Knickersocker. Yes, sir. 
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Senator Kerauver. Did I understand that correctly ? 
Admiral Knicxsocker. That is correct, sir. 

Senator Kerauver. That was on meprobamate? 

Admiral Knickersocker. No,sir. That ison all five contracts, Mr. 
Chairman, covering three items. 

Senator Keravver. You are, of course, aware of the fact that on 
meprobamate, American Cyanamid starts out buying its raw materials 
for just half of what Wyeth has to buy it for here in the United States, 
but American Cyanamid cannot sell it in the United States? 

Commander Wriss. That is right. 

Senator Kerauver. Commander Weiss, you are aware of that? 

Commander Weiss. Yes. 

Mr. Drxon. Senator, on that point, wouldn’t it be correct, Admiral 
Knickerbocker, that had you not made these five purchases as you 
have described them, the total cost to the MMSA would have been 
$1.7 million, plus $1.9 million, or a total of $3.6 million ? 

Admiral Knicxernocker. It would have been $3,662,778.05. 

Mr. Dixon. Instead of $1.7 million ? 

Admiral Knicxersocker. Instead of $1,732,131.60. 

Senator Keravuver. Read those again. 

Commander Wrertss. The price to the low domestic, Senator 
Kefauver, would have been $3,662,778.05. And we purchased the 
material for $1,732,131.60, or a net saving of $1,930,646.45. 


Senator Krrauver. You are doing something about balancing the 
budget. 


Commander Weiss. Thank you. 
Senator Keravver. Whenever the domestic companies get their 


prices down within the Buy American provision, you would be very 
happy to buy from them ? 


Admiral Knickrersocker. Yes, sir. 

Mr. Chairman, I would much prefer to buy from American com- 
panies. It is easier for us. There are less problems involved. 

They understand our contract provisions. They are used to doing 
business with us. All told, it makes it much simpler for us to make a 
contract and buy from American firms. 

Senator Kerauver. Of course, we all know and feel that it is in 
the public interest to use American capital, American labor, and 
American firms, if it is reasonably possible to do so. 

Has there been any indication that prices may be coming down on 
meprobamate and these antibiotics that you have been buying? 

Admiral Kwyickerrocker. I would like to let my procurement 
officer, who is a pro, if I may use that term, answer that. 

Senator Kerauver. Yes. I want to commend you, Commander 
Weiss. I have heard a great deal about your knowledge of procure- 
ment. I understand you do your business very effectively and ef- 
ficiently. 

Commander Wetss. Thank vou, Senator. 

Senator Keratver. And in the public interest. 

Commander Werss. To answer your question, Senator Kefauver, I 
see no indication, as yet, of any reduction in the domestic price of 
meprobamate to us. 

In the case of tetracycline, however, that is another story, and there 
are definite indications that the domestic price is going down, but 
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when the provisions of the Buy American Act are applied, up to this 
point the domestic price is not sufficiently low. : 

Senator Keravuver. Is there any indication that the foreign price 
may be going up? 

Commander Wetss. I have seen no such indication. 

Mr. Cuumpris. On that point, Commander Weiss, isn’t it a fact that 
when the Italian company bid $8.15, you purchased at that price? 
Weren’t they selling in Italy for over $19, that same product ? 

Commander Weiss. I would not say that that isa fact; no. 

In the first place, I think it is fair to state that we purchased 
tetracycline tablets normally in bottles of 100 tablets. 

I do not believe tetracycline tablets are currently being sold in 
Italy or have they ever been sold in bottles of 100 tablets, so I fail 
to see how a comparative price could be obtained. 

Now, if the $19 figure was obtained by some type of extrapolation, 
I don’t think that is completely fair because our purchages are in very 
large quantities, and, as we have stated 

Mr. Cuumpris. I am not questioning that. I just asked you this 
question : 

You knew that at the same time that they were selling to the 
Military Medical Supply Agency for $8.15, this same company is 
selling this same product at a price of over $19 in Italy ? 

Commander Wetss. No, sir; I did not know that. 

Mr. Cuumprts. And the contention is that the Italian company is 
really dumping these products on the American market. 

Commander Wess. I believe Charles Pfizer has made that con- 
tention. 

Mr. Cuumerts. We just want it for the record. If it is a fact; it is 
afact. Ifitisnot a fact, we would like to know. 

One other point on page 28 

Senator Kerauver. Wait just a second. 

Mr. Cuumpris. I have not finished. 

Senator Keravver. I just want to ask about dumping. Was that 
issue brought up with the Comptroller ? 

Mr. Kornsium. Yes, sir, it was, and the Comptroller General, in 
his further decision of August 5, 1960, refers to this as an unsupported 
contention. 

He says that there is not a basis to believe that these figures sub- 
mitted by Pfizer are correct, nor that they can be applied to the very 
large transaction undertaken by the Navy Department, because, in 
effect, the price suggested is for a very small quantity, and without 
any comparison to the huge purchase made by the Navy. 

Senator Krrauver. Anyway, the issue was submitted to the Comp- 
troller General ? 

Mr. Kornetum. Yes, sir. 

Senator Kerauver. And rejected. 

All right, proceed. 

Mr. Crrumpertis. I was just going to say one thing further. This 
ratio you gave, Admiral, of $1.7 million compared to $1.9 million, is 
almost self-evident from page 28 of your statement where you point 
out that Pfizer bid $16.75 and the bid that was accepted was $8.15, 
which is just a little bit more than half. 
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Admiral Knicxersockxer. Mr. Chumbris, you must remember, of 
course, that that covered five separate procurements on three diff- 
erent items. 

Mr. Cuvumeris. I just wanted to point that out. 

Admiral Kwickersocker. One of the items is manufactured in 
northern Europe, in Denmark. 

Mr. Cuumpris. The point I was making was that $8.15 is a little 
bit more than half of the price that Pfizer offered. In other words, if 
you had bought it from Pfizer, the price naturally would have been 
double what you actually did pay for it. 

Senator Kerauver. On what page of Admiral Knickerbocker’s 
statement is that, Mr. Chumbris? 

Mr. Cuumpris. Page 28. 

Mr. Dixon. Mr. Chairman 

Senator Krravver. I would like to ask one other question. 

You have gecited in some detail the examinations and inspections 
made of the machinery, equipment, and control procedures, and also 
the fact that each batch is inspected before it is accepted by you. 

Admiral Knicxersocker. Yes, sir. 

Senator Kerauver. Can you tell us something about the equipment 
in the Italian plant where you bought this drug? 

Admiral Knickersocker. Yes, Senator, I would be very, very 
pleased to. 

Last summer I visited half a dozen of our leading American drug 
plants between here and Chicago and upper New York State and 
Michigan. 

I was very impressed with these plants. Of course, I probably have 
been through maybe another half dozen or so plants before that in 
the course of the last 3 years, so I had an opportunity to make a com- 
parison between what I saw in Italy and Denmark and what I saw 
here, what I was more or less familiar with as a layman in our country. 

I find that the plants of our suppliers, our foreign suppliers—and 
there are only three of them—that they are new, quite modern plants. 
They have, in some instances, I would say in the packing end of it, 
they use a little more labor than we do in our American plants. 

They are not automated quite to the full extent. They have per- 
sonnel doing things that ordinarily might be done by machine in some 
areas. 

On the other hand, I saw a plant in Milan that was not one of our 
supplier plants. 

Senator Krrauver. Where? 

Admiral Knicxersocker. In Milan. I saw a plant—I think it 
was—it is only about 6 months old. It is just as new and modern 
as any plant I have ever seen in this country. And if it were not for 
the Italian signs on the walls, you would not know you were not in 
a modern American plant. 

Senator Kreravver. In addition to yourself, did the Food and Drug 
Administration inspect these plants? 

Admiral Knickersocker. Yes, sir; the Food and Drug Adminis- 
tration teams go in and inspect the plants of our suppliers. And I 
would like to say that, not only the Food and Drug inspectors, but our 
own people, who are technically qualified, and highly qualified, speak 
very highly of our suppliers’ plants, our foreign suppliers’ plants. 
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The one in Denmark—and actually there are three in Italy, because 
the Farmitalia manufactures the basic tetracycline powder up in 
Turin, 

Senator Keravver. It is my understanding that whether it is a 
foreign supplier, whether it is Pfizer or Merck, whether it is a small 
American company coming under the classification of small business, 
that your agency puts all of them through the same procedure of 
testing every batch of material that is going to be used, is that cor- 
rect ? 

Admiral Knickersocker. That is correct in the area of antibiotics 
only, sir. Did I understand you correctly that you say our foreign 
suppliers get the same inspection that the domestic suppliers do? 

Senator Kerauver. Yes. 

Admiral Knicxersocker. Actually, they get more inspection, be- 
cause the—domestically, except for the certifiable antibiotics, every 
lot and batch of material is not subject to inspection, in accordance 
to the best of my knowledge, by the Food and Drug Administration. 
But we insist upon it, even though the law itself does not cover it, 
as it does in the case of certifiable antibiotics, of which tetracycline, 
of course, is one. 

Senator Kerravuver. Each batch of antibiotics is required to be 
tested and certified by the Food and Drug Administration. Other 
ethical drugs, meprobamate and whatnot, are not required to be tested. 

Admiral Knicxersocker. That is correct, sir. 

Senator Krerauver. But you do— 

Admiral Knickersocker. But we insist on it, sir. We have an 
agreement, Senator Kefauver, with the FDA, to perform those tests, 
and to inspect the plants and to all intents and purposes certify each 
lot, approve each lot. And that applies both to the bulk powder, the 
basic powder, and to the finished product, the finished tablet. 

Senator Kerauver. When we were having hearings on prednisone 
and prednisolone, we learned there are three large companies that 
make it under the trade name, and there are a number of small com- 
panies that manufacture it and sell it at very much lower prices. 

You do buy prednisone from small companies, do you not ? 

Commander Weiss. Yes; we do, Senator Kefauver. We have a 
very extensive and active bidders’ list for this item. I think in prac- 
tically every instance, when we receive our bids, there are anywhere 
from 6 to 10 companies, both large and small, bidding. 

2 Senator Kerauver. And one of those companies was Panray, I be- 
lieve, 

Commander Weiss. Yes. 

Senator Krerauver. Panray’s official testified here. And so these 
are put through inspection, and you feel satisfied that the facilities 
and the product are acceptable and good. 

Commander Weiss. Yes; we are. I, personally, know of no in- 
stances where we have had any difficulty, that is qualitywise, with any 
of the items we have received from any of the companies, be they large 
or small. 

Senator Kerauver. Are these the drugs that are used in Walter Reed 
and the naval hospitals? 

Commander Wetss. Yes. 

Senator Keravuver. And in military hospitals? 
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Commander Wetss. Yes; Bethesda, Walter Reed, and all of our 
military hospitals in the United States and abroad. 

Senator Keravuver. Commander Weiss, this charge, or this sugges- 
tion, that some of these products have to be made by big name com- 
panies and prescribed by trade name in order to be efficacious and pure 

rather than purchased by the generic name through the smaller com- 
pany, has not coincided with your experience, has it? 

Commander Wetss. No,sir. I believe Captain Fahlbusch had testi- 
fied that we procure using the generic term, and we have had no diffi- 
culties as a result. 

Senator Keravver. Yes. Unfortunately, I was not here at the time, 
and I didn’t hear Captain Fahlbusch. I wanted to hear it from you, 
too. 

(At this point, Senator Hart entered the hearing room.) 

Senator Kerauver. There is one other matter that I thought we 
ought to ask you about while you are here. 

Mr. Brush, chairman of the board of American Home Products, 
testified before our committee—and I was a little bit surprised at what 
he said—as carried on page 9294 of part 16 of those hearings. We 
were talking about meprobamate and how his bid would be the same 


in all instances, except one, as the bid of Mr. Hoyt, president of Carter 
Products. And Mr. Brush said: 


I would like to comment about this secret bid, Senator. It isn’t a secret bid. 
This isn’t the way this thing works out in actual practice. What happened, most 
of these prices are reviewed, and we are given opportunities to lower our price 
and it isn’t with all this secrecy. It isn’t some morning we go in and we file a 
price and the Government fellow says, “Take it away.” What he does, he calls 


up and he says, “You are 10 cents high. Do you want to cut down and take the 
order?” 


Then there is some further discussion about it on the next page, 
which I won’t read. 

But what is the practice about that? 

Admiral Knickerrocker. I am afraid that Mr. Brush has his 
signals mixed a little bit. I would like to have the contracting officer 
try to set the record straight, as far as that statement is concerned. 

Commander Wetss. Well, as the admiral said, I think Mr. Brush’s 
statement before the subcommittee is highly inaccurate. 

In the first place, in my 2%4 years in the agency, Mr. Brush has 
never set foot in our office. 

It would be highly improper on my part, or on the part of any 
contracting officer, to tell any company what price to bid, or how much 
lower to go dow n in its price to receive a contract. And I could 
assure the committee that never in my experience as a naval officer 
have I ever done this, nor shall I ever do it. It is entirely improper, 
and I can only say to you, Senator Kefauver, that Mr. Brush is highly 
inaccurate in his statement. 

The procedure that we do follow in these procurements is this—and, 
specifically, if I may talk about meprobamate—we have received the 
bids from American Home Products, or Wyeth, which is a division 
of the company, and Wallace, and, as pointed out in Admiral Knick- 
erbocker’s presentation, the bids had been in several instances identical, 
or virtually identical. And we had called the representatives of both 
of these companies in separately and asked them whether or not they 
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would be willing to reduce their price in view of the large quantity of 
our purchases, et cetera. 

At no time did I ever say to any representative of American Home 
Products, “If you reduce your price by such an amount, you will get 
the contract.” Nor did I ever say this to a representative of Wallace 
Laboratories. 

Senator Keravuver. In other words, you may urge that they reduce 
their price, but you don’t tell them what the competitor’s price is? 

Commander Wess. That has never happened, Senator. 

Senator Kerauver. All right. I just wanted to get that straight. 

Senator Dirksen ? 

Senator Dirksen. Admiral, do you know what the local price is in 
Italy for tetracycline, a drug that you have been talking about? What 
does it sell for at retail in Italy ? 

Admiral Knickersocker. I was talking to a druggist up near the 
navy yard in Brooklyn just the other day, and he told me that he paid 
about $30 for a bottle of 100 tablets and sold it for around 50 cents 
a tablet, about $50. 

I am sorry, maybe I misunderstood you, Senator Dirksen. 

Senator Dirksen. No; I am talking about the sale of tetracycline 
in Italy, either wholesale or retail. 

Admiral Knicxersocker. I have no information immediately avail- 
able here, Senator Dirksen. I have heard a price quoted, and I think 
it was in the Pfizer protest, that the Italian price was about $19 for a 
bottle of 100 tablets. But as the Comptroller General pointed out, I 
believe, this was based on an extrapolation of a cost for a bottle of 
16 tablets, one single bottle of 16 tablets. 

Senator Dirksen. I thought we had some data here to show that the 
price in Italy was $19 as against the $8.15 bid that you got—was that 
it? 

Mr. Kornetum. Senator Dirksen, if I may address myself to that, 
there was some mention made on this point in your absence, and per- 
haps with your permission I will repeat it at this time. 

The Comptroller General in his most recent decision with respect 
to—— 

Senator Dirxsen. I am not interested for the moment in the Comp- 
troller General’s decision. I am interested in a question of fact. And 
the question of fact is what does tetracycline sell for in Italy, and what 
does the same product, made by the same company, cost you here in 
the United States? 

Mr. Korneium. Well, as to the first part, insofar as we can tell, 
on very small sales of just 8 capsules to the bottle, the projected price 
there is said by Pfizer to be $19.20 for 100. But these are on very 
minor sales, the equivalent of which in the United States would be 
paying, say, 15 or 20 cents for a bottle of a dozen aspirin. A bottle 
of 1,000 aspirin costs less than $1 and 50,000 bottles cost still less per 
unit. 

This Pfizer projection has little bearing, insofar as we can get the 
information, on a sale of the magnitude that the Navy has transacted. 

Senator Dirksen. I am just interested in the price of tetracycline in 
Italy in whatever quantities they buy it. Maybe they buy a dozen 
capsules or pills, maybe they buy 50 or a hundred. Chances are that 








13806 ADMINISTERED PRICES 





if you bought a dozen or two dozen or three dozen, there would be no 
great variation in the price. 

Mr. Kornstum. But if one bought—— 

Commander Wetss. Well, 57,000-—— 

Mr. Korneium. If one bought 57,000 bottles, of 100 each, as dis- 
tinguished from a few bottles of 8 each, it would seem to me that 
there would be a very substantial difference. 

Senator Dirksen. That could very well be, but you now establish 
for us the fact that you bought it for $8.15, but if you buy it over 
the counter in Italy, it will cost you $34. 

Mr. Kornstum. We have received information from Pfizer. 

Senator Dirksen. The wholesale price is $19. ‘ 

Mr. Kornatum. We do not know that, sir. Pfizer has alleged that 
there issucha price. The Comptroller General, if I may mention this, 
sir, indicates that this is an unsupported contention. 

Senator Dirksen. Of course, we do have an antidumping statute 
that Congress enacted in 1921. I assume, of course, that you and the 
Comptroller General have examined the antidumping statute, also. 

Mr. Kornsium. Yes, sir. 

Senator Dirksen. With respect to this? 

Mr. Kornpium. Yes, sir. 

Senator Dirksen. And you figure you are on good grounds? 

Mr. Kornesium. Sir? 

Senator Dirksen. You figure you are on good grounds? 

Mr. Kornsitum. We do. 

Senator Dirksen. What is the wage of Farmachimica in Italy com- 
pared with the average wage paid by the American producers? Do 
you have anything on that subject ? 

Mr. Korneivum. I do not know about other people at this table. I 
do not believe we have that information with respect to Italian wages. 
On the other hand, sir, very recently Secretary of Labor Mitchell, in 
a foreign trade address on May 30, 1960, said, and I quote: 


A straight hourly wage comparison is a deceptively simple—— 


Senator Dirksen. I am not interested in those statements. I just 
want to know what a fellow for 8 hours a day gets in an Italian plant 
manufacturing tetracycline as compared with what any of a dozen 
plants in America pay ? 

Mr. Kornsivum. I do not believe we know that, sir. 

Admiral Knickersocker. I do not know, sir. 

Senator Dirksen. Whether it is deceptive or deceptively simple, I 
just want a very undeceptive simple answer to a very simple question. 
If the wage is $15 a week in Italy and the wage is $80 or $90 in the 
United States, that satisfies my question as to the difference in the 
manufacturing wage. 

Commander Weiss. If I may attempt to answer that question, Sen- 
ator Dirksen, I will try to doit simply. I cannot say to you what the 
American wage is in the drug industry because with Mee one excep- 
tion no drug company would tell me. 

Senator Dirxsen. I don’t know, either. Iam asking you. 

Commander Wetss. Well, they would not tell me, Senator Dirksen. 
I have asked the question, but uniformly I have received no cost break- 
downs or no cost analyses from the drug companies with one or two 
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exceptions, Armour Laboratories in Kankakee, Ill., and a company in 
New Jersey, Hoffman-La-Roche. Now as regards the Italian labor 
scale in the drug industry, I must say, sir, that I do not know what 
the hourly wage is there, but I may say this: That in observing both 
the Italian plants and the American plants, which Admiral Knicker- 
bocker, Mr. Crea, and myself had the recent opportunity of doing, we 
saw what in our opinion are very few working people or laborers in 
these plants, because in the area of antibiotics, it is my opinion that 
there are very few people involved in the process of making the bulk 
powder, and the laboring force where it does exist is in the packaging 
and packing of the material. We had gone through plants in Milan 
and other places in Italy in the fermentation process, and had been in 
buildings twice the size of this room where the capacity and the opera- 
tion = going full blast, and we would see one or two people 
employed. 
union Dirxsen. In what form do you buy this over there? 

Commander Wetss. We buy the material in the packaged tablet 
form, fully packaged, wrapped. 

Senator Dirksen. You get the end product ready to be admin- 
istered ? 

Commander Wess. Yes, sir. 

Senator Dirxsen. I thought you did. Now what about the pack- 
aging, the pill rolling and all that sort of thing? 

Somebody has got to run that machinery. I have seen a few pill 
plants. I cannot pretend to be an expert, but somebody has to run it. 
Somebody has to stick labels on and stick the cotton in the top of the 
bottle and see that it is hermetically sealed and put in a package. 

What about that part of it, since you say you buy the end product 
ready to be administered ? 

Admiral Knickersocker. Senator Dirksen, here again I think you 
were out of the room when I mentioned this subject. I have been in 
these various Italian plants. I find, generally speaking, in our Danish 
plant—ours, I mean the plant of our Danish contractor—and the 
plant of our Italian contractors, that usually they have more hand- 
work and a little less automation than we do in our modern plants 
over here, sir. Asa matter of fact, our contractor in Naples explained 
that he thought his packaging and packing was costing him as much 
or more than it did his American competitors because he did have 
more hand labor. Now in some instances, you will find people stick- 
ing labels on bottles that are done by machines over here, find people 
doing it by hand. It isn’t that the equipment is not available. It 
may be if I have the opportunity to visit the plant again, why I will 
find out they do have some machines installed. But as Commander 
Weiss pointed out, the basic product, we do not think labor enters 
into it very much. In fact, we do not feel actually that labor enters 
into the cost in these items to a great extent. 

Senator Dirksen. Admiral, do you know, or are you just specu- 
lating? 

Admiral Knicxersocker. I am speculating, sir. 

Senator Dirksen. I thought you were. 

Admiral Knickerrocker. Yes, sir. 

Senator Dirksen. Because your answer was very inconclusive. 
Now let me ask you another question. I don’t know anything about 

35621—61—pt. 2414 








13808 ADMINISTERED PRICES 





the child labor laws in Italy, but do they employ children in these 
plants? 

Admiral Knickersocker. Not to my knowledge, sir. 

Senator Dirksen. But you do not know? 

Admiral Knickersocker. No, sir; I do not know. 

Senator Dirksen. You see, we do have a very stringent child labor 
law relating to shipments of goods in interstate commerce in this 
country. 

Commander Weiss. But I think, Senator Dirksen, Colonel McMa- 
han, who is sitting behind me, was in constant residence at the Italian 
plant while the tet tracycline was being made. He was in constant resi- 
dence at the Danish plant while the meprobamate was being made, and 
I think he 

Senator Dirksen. Bless you, maybe the colonel can tell us. 

Senator Kerauver. Yes, Colonel McMahan, come around. 

Colonel McMawan. As the commander has just stated, I was in 
constant residence at the plant at Farmachimica during the first con- 
tract of tetracycline and during the first portion of the contract for 
meprobamate at Denmark and there were no child laborers at all. 


Senator Dirksen. Did you find out about the wage scales over there, 
Colonel ? 


Colonel McManawn. I did not. 

Senator Dirksen. Do you know what percentage of the cost of 
the product must be charged to labor ? 
Colonel McManan. I would not be able to intelligently answer that, 
sir. 

Senator Dimxsen. That was one of the points Lederle made in its 
presentation this morning and also yesterday, because in this chart 
they show that labor has gone up 70 percent since 1948. It would 
be fair to assume that that becomes a very considerable item in the 
cost of manufacture. Now there is one other item I want to ask 
about. We collect no taxes, I take it, Admiral, on whatever the 
profits are on what is manufactured abroad and bought with the 
people’s money out of the Government Treasury for Government 
account, or do we? 


Admiral Knickersocker. Obviously not, sir. I did not quite under- 
stand your question, 

Senator Dirksen. You see, Admiral, I am just pursuing what has 
been quite a basic thesis with me for a "long time, and it comes about 
somewhat in this fashion: When, for instances, we bought small 
narrow-gage locomotives for India through the International Co- 
operation account, we bought them with money that we sponged out 
of the pockets of the taxpayers. Some of our contractors and oats 
facturers were hot on the trail of that contract, but as I recall, 
went to Belgium. So when they send you a letter and say, “L nk, 
I am flipping my tax dough into the U.S. Treasury and you guys 
in Washington are taking | it and spending it on contracts abroad 
that we could very well fulfill and we could manufacture those loco- 
motives”—the same thing was true in installing some ovens in some 
steel mills in Spain. The latest one was buying some diesel loco- 
motives out in Burma or Vietnam. Those were bought with the 
taxpayers’ money. As strongly as I defended the President’s posi- 
tion on foreign aid, that is a hard one to answer when suddenly you 
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discover you have plants back home where they lay off 50 and then 
they lay off 100 and then they lay off 200, and it begins to make them 
pretty unhappy. 

Now the point I make, Admiral, is this: For the last fiscal year you 
had $61 million to spend, and out of that $61 million, you had about 
$42 million to spend for drugs and biologicals, is that substantially 
correct ? 

Admiral KnicKxersocker. Not quite, Senator Dirksen. 

Senator Dirksen. You correct me. 

Admiral Knicxersocker. We spent, as I recall, $64.8 million, of 
which 

Senator Dirksen. No, I am just figuring the dollar amounts. You 
had $61 million to spend. 

Admiral Knickersocker. $65.4 million, sir, and 52 percent of that, 
or $33.7 million went for drugs and biologicals. 

Senator Dirksen. Oh, I thought you said here: 

In fiscal year 1960 just completed, grand total for purchases of $65.4 million, 
and of this total, $33.7 million went for drugs and biologicals. 

And in 1959 it was $41.7 million. In fiscal year 1959-——— 

Admiral Knickerrocker. Yes, sir. 

Senator Dirksen. Total purchases. 

Admiral Knickersocker. That is correct, sir. 

Senator Dirksen. Amounted to $68.2 million, drugs and biologicals 
accounted for $41.7 million. Now you did get this money out of the 
U.S. Treasury. We appropriated it, did we not ? 

Admiral Knickersocker. You certainly did, sir. 

Senator Dirksen. Yes, sir. And when we do, you do the right 
thing in trying to run an efficient operation. But I am not forgetting 
that these people who manufactured competitive items have to throw 
52 percent of their take back into the Federal Treasury under the 
corporate tax statutes. Now when you put it all together, how much 
did this saving amount to, if you chop it off at one end and it does 
not get back into the Treasury ¢ 

Admiral Knickrrsocker. Senator Dirksen, I have not tried to 
make any such comparison: 

Senator Dirksen. Admiral, I know you have not. 

Admiral Knickersocker. In that respect. I would like to point 
out, as I did earlier in my presentation, that I cleared our actions with 
the business people of the Navy, including the Assistant Secretary of 
the Navy for Materiel, who was a businessman, and the Under Secre- 
tary of the Navy, who isa businessman. I have had the backing of my 
superiors right through up until this time, and the only thing I am 
trying to do is to spend my money prudently and get the dollar value 
for dollar spent, and I do not intend, as far as I am concerned, to 
waste the taxpayers’ money if I can help it in any way. 

Senator Dirxsen. I know that is right. You have told a candid 
story. But I do not want any misconceptions to get out to the coun- 
try. because when you try to put it on net balance, and you put in all 
the factors, all the components, maybe it does not look quite as rosy as 
you indicated, because you said you bought for $1,700,000 what would 
have taken, if you bought it here, $1,900,000 more. In other words, 
you got $3,600,000 worth of merchandise, so to speak, really for 
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$1,700,000, is that another way to equate it? All right. Did we 
actually on net gain from the national standpoint save $1,900,000 or 
did we not? You saved it on your purchases. 

The question is what did you do to the tax ledger of this country? 
What have you done to the income that may not go into the Treasury ? 
What has happened to job displacement, if anything, and all the other 
factors, because when you talk about net gain—now, that $1,900,000 
looks awfully impressive on paper, but that is only a small part of 
the story. If you can gain that much—this is my final question—then 
why don’t you take the whole $61 million, if you can buy to such ad- 
vantage, and just throw the whole business abroad, and then come 
back and tell us, “Well, look, on this deal we did not save $1,900,000, 
we saved $30 million,” and then I want to hear the roar that goes up 
and start for the timber. 

Admiral Knickersocker. Well, Senator Dirksen, you make your 
point very persuasively. However, I feel that here again this is a 
political consideration. 

Senator Dirksen. Oh, no. 

Admiral Knickxersocker. This is something political and economic 
consideration—something not included in my instructions under the 
Buy American Act, or in my armed services procurement regula- 
tion. 

It just happens that we are only buying the items where we feel 
that we are not getting a reasonable price. We have only bought 3 
items, sir, out of 8,300, or 3 out of 835 drug items. 

Five contracts have covered just three items. They are all items 
that were in this what we consider the noncompetitive price group. 
We have acted in complete compliance with all law and regulations. 
We feel that we have been properly upheld in our actions by the 
Comptroller General. 

Senator Dirksen. Now, you mentioned that you had cleared this all 
up and down the line, at every business echelon in the Navy, Comp- 
troller General, everybody else. 

Admiral KNicxersocker. Not the Comptroller General, sir. We 
don’t have to go to him before we make the procurement. 

Senator Dirksen. But your own people. And you got general 
clearance up and down the line. 

Now, this morning—I don’t want our distinguished chairman to 
leave me here, because I am going to ask a question that involves him. 
Can you listen with one ear over in that telephone booth, Mr. Chair- 
man ¢ 

But this morning, Admiral, when he asked Mr. Duncan of Lederle 
how they managed to fix this floor on certain items, the chairman said, 
“Why didn’t you confer with the drug trade?” 

And, of course, I made the point that if they had done so, he 
would have hauled him up before this committee on the grounds of 
collusion. 

You see you can’t win before this committee, any way you take 
it. [Laughter.] Certainly no business people can win here. 
Senator Keravuver. Just let me take exception to that. 

Senator Dirksen. We get them going and coming. 
Senator Keravuver. I want to take exception. 
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Senator Dirksen. Okay. You take over, then I will finish. 

Senator Krerauver. We go into all sides of the picture. I think 
many business people have gotten a mighty good break before this 
committee. When they practice something that looks like concen- 
tration, or charge unreasonably high prices, or engage in similarity of 
action, it is only natural that this committee would inquire about it. 
That is the purpose of the committee, to investigate antitrust and 
monopoly. 

But if you would take into consideration the public interest of the 

eople, and the small business competing firms, I think you will find 
ae se has gotten a mighty good break before this committee. 
Frankly, some of the big concentration 

Senator Dirksen. I have no chance in this committee, you see, 
Admiral. [Laughter.] But I am a patient person. 

Senator Krrauver. Admiral, I think you observe that he has a 
pretty good chance, and he makes mighty good use of it. [Laughter.] 

Unless my friend from Illinois mentions my name, or disparages the 
committee, [ never interrupt him. 

Senator Dirksen. You know, Admiral, Senators are very sensitive— 
when you mention their names, they just jump right out of their shoes 
to find out what it was all about. It could have been good, or maybe 
not so good. But they respond when you use their name. 

Now, our distinguished chairman this morning said to Mr. Duncan 
of Lederle, “Well, before you set that floor, didn’t you confer with 
anybody in the drug trade? Didn’t you confer with the retailers?” 

Now, I just submit to you, Did you confer with somebody on all 
this, other than Government? You see, I become a little sensitive 
about just keeping the conferences within Government, because we 
develop a peculiar Potomac outlook here that is a little strange to 
people back home. 

Admiral Knickersocker. Senator Dirksen, I would like to have 
Arnold Weiss, or Commander Weiss talk a little after I am through. 
But we conferred with quite a lot of people before we ever went into 
this foreign procurement, including the manufacturers of tetracy- 
cline—the four people who had furnished tetracycline to the Govern- 
ment, and were on our bidder’s list. 

I got them in and talked to representatives of the companies indi- 
vidually. We talked over this whole thing—what we considered the 
unreasonableness of the price, the more or less price rigidity. And we 
thought we were getting somewhere in May or June—you want to 
break out the chart, please—May or June of 1959 we did get about a 
23-percent reduction on some five tetracycline items which we pur- 
chased from Pfizer. 

However, I mean at that time we finally said to ourselves, “Well, 
thank goodness, all this talking we have been doing has finally paid 
off.” And then for the very next procurement, when we went out for 
28,000 bottles there in August of 1959, the price jumped up again. 

Now, Senator, we did not go into this foreign procurement willy- 
nilly. We didn’t go into it frivolously. There is an awful lot of home- 
work, a lot of research, that had to be done by my legal staff and by 
my procurement officer. It was not something that was done over- 
night. We had to be sure of our ground. And, apparently, at least 
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according to the Comptroller General’s decision, we were on pretty 
solid ground. 

Senator Dirksen. Admiral, I haven’t the slighest doubt that you are 
on good legal ground. I do not quarrel with that. I quarrel with 
what I think is a gain or loss for the country, on the basis of net 
balance, and that takes into account everything. 

We have a minimum wage law in this country. We have a 
child labor law. We have a Walsh- Healey Act—you cannot do any 
business in Government unless you do it with union labor—subject al- 
ways to strike if they want to strike. There is the element of taxes, 
not only the corporate tax these people pay, but if they diffuse their 
dividends, there is double tax, because the end recipient of the dividend 
has to include it in his income tax. 

So I am just talking about net balance, because you said you gain 
$1,700,000 on these purchases. If you ask me, from the standpoint of 
our whole economy, I doubt it very much, very much. 

Admiral Knickersocker. Well, Senator Dirksen, I would like to 
reiterate something I am sure you know, and I did cover it in my 
presentation, that the Buy American Act does not prohibit oversea 
procurement. 

Senator Dirksen. I didn’t say it did. 

Admiral Knickersocker. No, sir. And the fact is, we feel that 
actually we are complying with the President’s Executive order in 
doing so. 

Senator Dirksen. You see, there are just certain things that hit you 
in the eye. My distinguished friend and chairman—he is my friend 
no matter how I abuse him, he is always my friend—he lives down 
in the Tennessee Valley area. They bought some British turbines and 
dynamos down there; I don’t know the exact. price; the contract was 
about $13 million. And they will underbid the American producers. 
But General Electric was down here, and Westinghouse was down 
here raising the devil. And shortly after, they closed up a Westing- 
house plant in New Jersey, and put a thousand people out of work. 

Now, I don’t draw the line so finally that I say you have to put up a 
wall. But I do say on net balance, I have to accept your figure with 
great doubt, because when it stands up there all alone and isn’t ration- 
alized on the basis of these other component factors, to me it is mean- 
ingless unless I see all these other things. 

Now, you did not know about the Ttalian wage—it is all right. So 
I just have to skip that, and maybe find out for myself. Other items 
of cost, I do not know what their overhead is over there. I do not 
know what their other practices are. But I am thinking always in 
terms of impact here, because that is very serious. 

And, frankly, I am of the opinion it is an issue that has to be 
examined, not by the people who spend the money like you and me— 
you see, for, I guess, a matter of 22 years I was on the House and 
Senate ee Committee. I loved to be there. That. is 
where you spend it. I didn’t want to be on the Ways and Means 
Committee—that is where you catch the devil because you have to 
squeeze it out to get it into the Treasury. So you see we are on the 
spending end, you and me. 

But I like to think in terms of the whole balance, too. And that 
is the reason for raising these questions, because when the other com- 






















































































































































































Pp 


ADMINISTERED PRICES 13813 


ponent factors are taken into account, maybe it is not such a rosy 
picture after all. 

Admiral, that is all I have to say. And I did not raise these ques- 
tions to embarrass you for one moment, you know. You came to make 
a presentation of the case as you saw it. Maybe these other items are 
not particularly your business. And maybe I have to go elsewhere 
for the answers. But with the kind of persistence for which our 
chairman is noted, I will have to persist, too, in finding the answer to 
those questions. 

Admiral Knickersocker. Well, Senator, I am not embarrassed. I 
also have an interest in funds—the funds that are given me by the 
Comptroller of the Navy to support my naval stock fund—and I am 
doing my best to get the material I can for the money that I have 
available. 

As a matter of fact, I turned back some $3 million to the Navy stock 
fund this past year, $2 million of which was represented by those five 
foreign procurements. 

Now, I am under the impression that the Government does have a 
policy for encouraging foreign trade. And as I found out when I was 
over In Italy, and in Denmark, I would say both the Ambassadors over 
there were quite pleased with these procurements because we were 
buying from our military allies. That is just another facet that 
enters into the situation from my point of view at least. 

Senator Dirksen. I don’t quarrel with that. I think somewhere 
along the line we have to find a line, and we have not found it yet. 

Now, when we wrote the Agricultural Act back in 1934, and subse- 
quent amendments, we put in a protective proviso and out of it came 
a long hearing, with cheese plants shutting down in Wisconsin, and 
up in your native State of Michigan, Senator Hart, northern Illinois, 
and elsewhere. The question was whether they had a duty to protect, 
some of our own cheesemakers. Then the importers came down and 
said, “Why, you wouldn’t want to deny to people in this country all 
the delights of imported Camembert, and Provalone, and all the kinds 
of cheese there are.” 

I don’t think we have resolved the line. But we have to. You see, 
the point I make is that all these people are sitting at these press tables, 
and I know most of them—I have an idea the story will read, “Ad- 
miral Knickerbocker saves $1,700,000 on a couple of drugs that he 
bought in Italy.” 

That will be the headline, and, of course, that will knock people’s 
eyes out. But the question is, Is that the whole story ¢ 

I just want some of the rest of the story to be told from the 
standpoint of balance, so far as the whole country is concerned, and 
all of its interests. And I ask for nothing more than that. So that 
is it. 

Senator Krerauver. Senator Hart? 

Senator Harr. I am sure that Admiral Knickerbocker knows the 
kind of headline that the minority member of the committee would 
have developed himself if he had just discovered that you had spent 
$1.9 million more than you had to. 

Senator Dirksen. Oh, I never pick on my own administration. 

Admiral Knicxersocker. I would have fired my purchasing officer. 

Senator Dirksen. Why, you certainly would. 
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Senator Harr. I am glad it was a man from Michigan who did save 
us $1.9 million. You have done a good job. 

Senator Dirksen. Coming from Marshall, Mich., his antecedents 
were the best, because that is among the best Republican territory in 
your State. 

Senator Harr. Even that, like the rest of the world, is changing, I 
am glad to report. 

Senator Kerauver. Mr. Dixon? 

Mr. Drxon. Admiral, I believe Mr. Kornblum perhaps might want 
to answer this, but you may, if you desire. 

On page 24 of your statement, you recited the fact that the Navy 
Department generally “has negotiated the purchase of billions of 
dollars of supplies and has obtained from suppliers cost and price an- 
alyses by which a determination could be made that the prices offered 
to the Government bore a logical relationship to the contractor's 
overall costs.” 

Then you went on and recited that this was not your experience in 
the drug industry. 

Admiral Knicxersocker. That is correct. 

Mr. Dixon. You had been unable to obtain cost analyses. 

Then on page 25, you recited in the second paragraph that the 
Government normally could retroactively determine reasonableness 
but not here because drugs and pharmaceutical items were treated the 
same as commercial “shelf” items. 

If Pfizer is contentious about the practice of your going to Italy 
and buying tetracycline from an Italian source upon which they 
hold a patent, you have set out in your statement that under title 
28, United States Code, section 1498, through the Court of Claims, they 
could sue the Government, and attempt a recovery of reasonable 
compensation. 

Nosuch suit has been brought, has it ? 

Mr. Kornstum. That iscorrect. It has not been brought. 

Mr. Dixon. Would I be incorrect in assuming that if they dare 
bring that suit, their costs will have to be a part of that litigation ? 

Mr. Kornetum. Indeed, I am certain the Department of Justice 
would insist upon it. 

Mr. Drxon. This is the one one thing you never could get from 
them; isn’t that right? 

Mr. Kornstum. That is correct. 

Mr. Dixon. That is right. 

Senator Krerauver. Do you gentlemen have any explanation? You 
say on other items of procurement, companies come in and go over 
with you confidentially their situation, what they can afford to bid for, 
what their costs are, what their labor costs are, and so forth, but not 
so in the case of the drug industry. 

Commander Weiss. Senator Kefauver, my experience at the Agency, 
which is about 214 years now, I have, as I said, only received two 
es breakdowns, one from Armour in Kankakee, Ill., and another 

rom 

Senator Krravuver. Let me interrupt just a minute. 


Admiral, leave that bottle of meprobamate out on the table. We 
may all need some. 
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Admiral Kwicxersocker. This will go quite a long ways, Mr. 
Chairman. 

Senator Kerauver. Go ahead, Commander Weiss. 

Commander Weiss. I was saying that only in those two instances, 
Senator, have companies given me cost breakdowns or cost analyses. 

I have been refused again and again by Pfizer, Lederle, Bristol, 
Squibb, all of the companies you are so familiar with. 

Senator Keravver. In regard to other companies, you and the ad- 
miral say it has been your experience that they do show you how they 
stand and what they can afford to bid ? 

Commander Wess. Not in this industry. 

Senator Kerauver. I mean in other industries. 

Commander Weiss. In other industries, sir, I think I can speak 
on that point, since I have had Navy purchase experience in other 
areas—that is, buying things other than drugs—and I could say 
that in those cases, the contracting officer was furnished, or is cur- 
rently being furnished, a cost breakdown and cost analysis, but not 
in the drug industry. 

Mr. Dixon. Mr. Chairman, I did mean to ask one other question, 
and if you will allow me to put it, Commander Weiss, I will. 

Commander, this morning, during the appearance of Lederle, we 
found out that Alfar of Italy, whom they had previously licensed, 
they have subsequently bought out as a subsidiary. It was deter- 
mined that apparently Farmitalia, through arrangement with Alfar, 
had been manufacturing this tetracycline in bulk which this Naples 
source of yours was selling to you. 

Do you have any information, or have you had any conversations, 
with the Naples firm ? 

Commander Wess. Yes. Farmochimica Cutolo-Calosi. 

Mr. Drxon. Have you had any conversations with them to indi- 
cate whether or not any of the American tetracycline manufacturers 
are negotiating with or trying to buy that firm ? 

Commander Weiss. Yes, I had, Mr. Dixon. 

I was in Naples about 2 or 3 weeks ago, and the president of 
Farmochimica Cutolo-Calosi, whose name is Dr. Cutolo, told me that 
Pfizer representatives had been over in his plant attempting to buy 
out his company. 

Mr. Drxon. Do you have any other source of tetracycline in Italy 
other than this one source ? 

Commander Wess. Well, we have only made awards to Farmochi- 
mica because they have been in each procurement the low bidder. 
There are other sources of supply in Italy. 

Mr. Drxon. They have bid? 

Commander Wetss. Other companies have bid. 

Mr. Drxon. Even if this source was brought up and disappeared, 
you perhaps would still get bids; is that correct ? 

Commander Wess. I think so; yes. 

Mr. Dixon. Have these other sources ever been inspected, such as 
this source has, by Food and Drug? 

Commander Wetss. Yes. 

There is, to my knowledge, at least one other source which has been 
inspected and certified by the Food and Drug Administration for 
tetracycline in Italy. 











13816 ADMINISTERED PRICES 





Mr. Drxon. 
panies’ bids? 

Commander Wetss. Yes; they have been. 

Mr. Dixon. Have you haw any conversation with this source as to 
whether anyone is trying to buy it? 

Commander Wess. No, sir; I have not. 

Mr. Kirrrie. Mr. Chairman ? 

Senator Kerauver. Mr. Kittrie. 

Senator Dirksen. Let me just ask, Commander Weiss, there is noth- 
ing unusual about an American company acquiring a subsidiary 
abroad; is there? 

Commander Wertss. No, sir. 

Senator Dirksen. Lederle testified they operate in 84 countries. Of 
course, it involves transportation and many other factors, and when 
you stop to consider the number of American companies operating 
abroad, to some extent, at least, because they are trying to get some- 
thing competitive that they can either sell over there or sell here— 
one of the two—there are some small cars made by American com- 
panies abroad that are imported back to the United States. They 
figure that they can do better over there. I think when the Volks- 
wagen people come over to build an American plant, they got options 
on some land in New Jersey; then they took a look at the market and 
noted conditions and just decided they could not beat what they have 
over there and still pay a duty on sending those cars here. That is 
just part of the thesis I have been trying to spell out and the difficulties. 

Now, since the admiral is a Navy man, even thought the chairman, 
in reading his biographical sketch kept putting him in the Army, I 
have to ask him this question : 

Admiral—and this is not hypothetical; it is pretty real—suppose 
there was inactivity in the Brooklyn Navy Yard and at Boston and 
at Baltimore and at Philadelphia and at Portland, and suddenly the 
Senators in those areas noted that we have contracted for three mine- 
sweepers to be built in French yards because we could get three for 
the price of two in an American yard. 

Suppose that had been presented to you and you had to make that 
decision, with shipyard workers wanting to go to work. What would 
you have decided ? 

You don’t have to answer that, Admiral. 

Admiral Kyicxersocker. I would have to say that I would cer- 
tainly have to consult with a few other people before I made the 
decision. 

Senator Dirxsen. You see, in this case you got at least three for 
two. Maybe you got four for two. But in the case of the mine- 
sweepers, we got three for tw o, and you can readily imagine the con- 
sternation among those who represent. those people that that work 
should have been done in our own yards. That is just part of the 
problem. 

Admiral Knickersocker. I think, Senator, there is one basic differ- 
ence, however, and that is—and here I am just quoting from figures 
that I have heard and read in the papers and whatnot—that the ‘dr ug 
sales—I have seen it given as drug sales or antibiotic sales, but what- 


ever it is—it is in the nature of “$400 million a year in the United 
States. 





And have their bids been lower than the domestic com- 
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$30 million, $33 million. We feel that as far as we are concerned, that 
our procurements represent maybe somewhere between 5 and 10 per- 
cent or possibly even lower of the production, the output, the capacity 
of American plants; and so I hardly would like to compare the mine- 
sweepers and the navy yards with our small procurement that we do 
make in comparison with overall sales in the United States. 

Senator Dirksen. But, you see, this great sprawling Government 
spends $56 billion or $60. billion a year ‘for services, for goods of all 
kinds, and just let that be translated through the whole Government 
structure. 

As an example, 20 percent of the entire wood screw market in the 
United States has now been preempted by foreign production, so 
the question is: What do you do about it—finally subsidize our plants / 
I don’t know, 

But, you see, I go back to your $1.7 million figure. How does it 
fit in on overall national balance? Was it a gain or was it a loss? 

Senator Krrauver. Mr. Kittrie, you have some questions ? 

Mr. Kirrrm. Admiral, I would just like to ask one question per- 
taining to the relation of drug purchases to your total purchases. 

Your total purchases from 1958 to 1960 have increased about 3 
percent. They have gone up from about $49.5 million to about $65.4 
million. The prices you paid for drugs in these years have gone up 
only about 3 percent. Actually, the increase in what you are paying 
for the prices of drugs has been very small. 

The major increase in your purchases has been in purchases of 
surgical, dental, and hospital supplies and equipment. 

In 1958, 35 percent of your total purchases, or your total expendi- 
tures, went for surgical and dental supplies. In 1960, 48 percent went 
to those supplies, which means actually that in these years there has 
been a much more tremendous increase in what you have to pay for 
surgical, dental, and hospital supplies. 

While you are concerned with price rigidity as far as drugs are 
concerned, shouldn't the drug industry really be given credit for the 

fact that in these years the increase in prices of drugs has been minimal, 

while any other supplies you have been buying have suddenly in- 
creased much more? In fact, they increased probably 50 percent. 
And aren’t you concerned with price rigidity as far as these other 
supplies are concerned ? 

Admiral Knickersocker. Well, Mr. Kittrie, we certainly give credit 
where credit = due in the drug industry. We feel it is about one-third 
of our, say, $33 million—maybe $10 or $11 million—an area in there 
that could possibly be considered in the more or less rigid or plateau, 
possibly noncompetitive or seminoncompetitive price group. 

I think the chart showed that prices on many items—and of course 
we were limited by the number of charts we could show here today— 
that for about two-thirds of our expenditures, say $25 million worth 
of the money that goes to drugs, we are getting what we consider 
pretty good prices. They seem to be competitive, and as such the price 
seems to be coming down. 

Mr. Kirrrtie. What are you doing as far as the other supplies you 
are buying? I notice in 1958 you bought about $17 million worth of 


surgical and other supplies. In 1960 you had to pay $32 million for 
those. 


Now, our actual drug and biological purchases are about around 
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Is there any plan of action on your part to go ahead and offer to 
buy some of these other supplies in other countries ? 

Admiral Kyickersocxer. In answer to the first part of your ques- 
tion, our procurement, of course, is geared to our demand. When we 
first went into oper: ast half of fiscal 1958, we 
took over stocks of the three services. We are pretty sure that when 
they turned over these stocks to us, of course with no reimbursement, 
that they may have kept out a little more than their actual require- 
ments. I think it has been pretty true in the case of other commod- 
ities, clothing and textiles, and what have you. 

They sort of lived off their fat for a while. 

The population, the service population came down, but strangely 
enough, our’sales went up. And as they ate up this fat that they had 
retained when we capitalized our agency, our stocks, then they began to 
requisition more items, our requirements went up. 

It is difficult to nail down requirements. One year they may dis- 
establish bases; another year—well, we had Lebanon. We had various 
things like that. 

Mr. Krrrri. You do not feel as far as surgical, dental, and hospital 
supplies that you meet with a price rigidity? You do not have the 
same kind of price rigidity as you claim exists in the drug industry ‘ 

Admiral Knickersocker. We have price rigidity in other areas. 
But we certainly are not prepared to discuss them today. 

I think the total dollars spent is not the real test. As I said, quan- 
tities vary. Generally speaking, the unit costs have not significantly 
increased in the supplies that you mention. 

Mr. Krrrrm. The reason I was asking this question, Admiral, 
because the drug industry has made a point here on several occasions, 
that while medical costs seem to go up, the increase is primarily in 
the cost of hospitalization, the cost of various surgical and other sup- 
plies, while the prices of drugs themselves, percentagewise, in the 
total medical bill of the average citizen, seem to be coming down. 
And I was interested in your own observations. 

Admiral Knicxersocker. I am not prepared to answer that, Mr. 
Kittrie. I do have one little observation which you might not want 
to hear; that is, that we feel generally that the prices for drugs have 
been high enough so that, as far as we are concerned, they really have 
no place to go except down 

Mr. Krrrrm. Thank you very much. I did want your observation. 

Thank you, Mr. Chairman. 

Senator Kerauver. Mr. Chumbris. 

Mr. Cuumerts. I have no further questions. 

Senator Krravver. One point I wanted to ask you about again: 
You said that when you got this lower price from Pfizer in ‘June 
1959 on, it seems to be $14 and something 

Commander Weiss. $14.36. 

Senator Keravver (continuing). That you thought, at last they 
were getting down competitively where you would 

Admiral Knickersocker. We were very encouraged, sir. 

Senator Krrauver. You were very encouraged. And then the next 


time came along, August 1959, and they had gone back up to $17.15. 
And you were pretty much discouraged. 


Admiral Knickersocker. We were, sir. 
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Senator Kerauver. And you thought all the talks you had previ- 
ously had did not result in anything. 

Did you not have one particular incident, the kind of straw that 
broke the camel’s back, that made you decide you just were not going 
to be able to get these prices down, and therefore you had better be 
looking around someplace else ¢ 

Admiral KnickrersockEr. Well, yes, Senator. We did, as a matter 
of fact. In a conference in my office, with representatives of Pfizer, 
and that included the vice president, Mr. Smith 

Senator Kerauver. Who? 

Admiral Knickersocker. Mr. Smith. I don’t know his first name. 
Mr. J. P. Smith. And Dr. Haas and Mr. Cooney, who was their 
Government sales manager, or sales representative at the time—we 
did—the subject of price came up. It was along about that time. I 
do not have the specific date. And at that time Mr. Cooney, in rather 
an unguarded moment, made the statement that the price of tetra- 
cycline would stay where it was until Pfizer did something about it. 
Well, I would not ordinarily feel that I would speak about something 
like this. This, however, is part of the Government records in an- 
other area. And the copy of my pad, where I noted down his state- 
ment verbatim, is now in the archives of the Government someplace. 

Senator Keravuver. In other words, you were fussing about the 
increase from $14-something back up to $17-something, and Mr. 
Cooney, and the other Pfizer representatives, gave you to understand 
that was where the price was going to stay ? 

Admiral Knickersocker. That was the impression we got, Senator. 

Senator Kreravver. So then you went looking elsewhere. 

Admiral Kwnickersocker. We called—we telegraphed our bunch. 
We told this group—and I believe it was at that time—that that 
being the case, we would be forced to solicit competition elsewhere. 
I do not think anybody believed us. 

Senator Kerauver. So you felt they were given every opportunity. 

Admiral Knickersocker. We thought so. 

Senator Kerauver. Senator Dirksen says I put you in the Army. 
Actually, you did serve as Assistant Chief of Staff, under Major 
General Clarkson, U.S. Army, and so forth. You have had Army 
assignments ? 

Admiral Knickxersocker. It took me a long time to stop calling 
the general “admiral.” 

Senator Kerauver. Have you ever had a job rougher than this one? 

Admiral Knickersocker. I beg your pardon, sir? 

Senator Kerauver. Have you ever had a job rougher than this one 
you have now ? 

Admiral Knickersocker. Yes, I have had lots rougher jobs, sir, 
and a lot less enjoyable jobs. 

Senator Keravuver. I just imagine that a lot of people are fussing 
at you about trying to get lower prices. 

Admiral KnickerrocKker. Do you mean rougher job than this, or 
rougher job than working for the Army? [Laughter.] 

Senator Kerauver. No, a rougher job than you have now. 

Admiral Knicxersocker. Well, Senator Kefauver, I have said on a 
couple of occasions that I am not sure just how I was spending my 
time, up until last November, when we first got into this foreign pro- 
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curement. But since then, I have been spending a good 50 to 75 
percent of the time on strictly procurement matters, answering con- 
gressional correspondence, and running back and forth to Washington. 
Of course, I have a very, very fine procurement officer here, purchasing 
officer, and up until last November, I did not know that the Purchas- 
ing Department existed. Like the well-oiled wheel, it never squeaked, 
and I never had any trouble with procurement. But since then, I 
have been quite conscious of procurement problems. 

Commander Weiss. I apologize. 

Senator Kerauver. Yes, sir, Commander Weiss. Do you have 
something to say? 

Commander Wess. I just said I apologized. 

Senator Kerauver. Mr. Kornblum, you were reading something 
from Secretary Mitchell a few minutes ago that sounded interesting to 
me. I wonder if you would like to continue. 

Mr. Kornsium. I should be very pleased, sir, to continue with a 
reference to Secretary of Labor Mitchell’s foreign trade address in 
Miami, on May 30, 1960. I thought it represented an economic truism. 
And I have a one-sentence quote in which the Secretary said that— 

A straight hourly wage comparison is a deceptively simple and always errone- 
ous measure of our competitive position. 

The Secretary went on to point out that fringe benefits added only 
20 percent to the U.S. basic hourly wage as against, for example, 45 
percent in France, and 75 percent in Italy. He cited a recent study 
which indicated that while U.S. wage rates in steel production were 
more than three times the hourly wage rate in Western European 
countries, when all production costs were assessed, American steel was 
produced at a total cost competitive with the overall costs of any 
Western European country. 

In short, sir, much more important than direct wage costs in deter- 
mining prices is the unit cost of production. And as the Secretary 
pointed out, this results from variables, in addition to wages, such as 
capital investment per worker, managerial skills, cost of raw materials, 
supplies and power, quality of labor, volume of production, et cetera. 

Senator Krerauver. All right. Thank you, sir. 

Again I want to thank you, Admiral Knickerbocker, for coming 
down, and Commander Weiss, and all of you gentlemen. I think you 
are conscientiously trying to do your very best. 

Admiral Knickersocker. Thank you. 

Senator Kerauver. Tomorrow we will meet in this committee room 
at 10. o'clock, and our first witness will be Dr. Phillip I. Bowman. 
president of Bristol Laboratories, a division of Bristol-Myers. We 
stand in recess until that time. 


(Whereupon, at 5 :30 p.m., the subcommittee adjourned to reconvene 
at 10 a.m., Friday, September 9, 1960.) 
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FRIDAY, SEPTEMBER 9, 1960 


U.S. Senate, 
SUBCOMMITTEE ON ANTITRUST AND Monopo.Ly 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 


The subcommittee met, pursuant to recess, at 10:20 a.m., in the cau- 
cus room, Old Senate Office Building, Senator Estes Kefauver pre- 
siding. 

Present: Senators Kefauver (chairman), Hart, and Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Horace 
L. Flurry, counsel; Peter N. Chumbris, counsel for the minority ; 
Nicholas N. Kittrie, counsel for the minority; George E. Clifford, 
assistant counsel; Lucile B. Wendt, attorney; Dr. John M. Blair; 
chief economist, Dr. E. Wayles Browne, Jr., economist; Dr. Irene Till, 
economist; Dr. Walter Me: isday, economist; Paul S. Green, editorial 
director; and Gladys E. Montier, “clerk. 

(Present at the convening of the session: Senators Kefauver and 
Hruska.) 

Senator Keravuver. The committee will come to order. 

Before we proceed with our witnesses today, are there any matters 
to be offered for the record ? 

Mr. Drxon. Mr. Chairman, there has come to our attention a recent 
article from the Journal of Medical Education, August 1960, written 
by Dr. Solomon Garb, who testified here earlier this year. It is en- 
titled “Teaching Medical Students To Evaluate Drug Advertising.” 
I would suggest, because of the pertinence of this document, that it be 
made a part of the record, to be printed in the volume dealing with 
generic versus trade names. 

Senator Keravuver. That has not been published as yet ? 

Mr. Dixon. That is right. 

Senator Kerauver. If there is no objection, we will make it a part 
of the record. 

Senator Hruska. No objection on my part, Mr. Chairman. 

(The article referred to may be found in part 21, p. 11874.) 

Senator Keravver. Today we have with us Dr. P ilip I. Bowman, 
who is the president of Bristol Laboratories, a division of Bristol- 
Myers Co. 

Dr. Bowman is from Syracuse, N.Y. 

Dr. Bowman, we are glad to have you with us today. You have 
some distinguished-looking gentlemen with you. Do you wish to 
introduce them, and tell us who they are ? 
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STATEMENT OF DR. PHILIP I. BOWMAN, PRESIDENT, BRISTOL 
LABORATORIES DIVISION, BRISTOL-MYERS CO.; ACCOMPANIED 
BY MORRIS WEEDEN, TREASURER, AND MERRELL E. CLARK, JR., 
OF WINTHROP, STIMSON, PUTNAM & ROBERTS, NEW YORK 


Dr. Bowman. Yes, thank you. I would like to introduce first Mr. 
Weeden, on my right here—Mr. Morris Weeden. He is our treasurer. 

Senator Kerauver. Glad to have you with us, Mr. Weeden. 

Dr. Bowman. He is from Syracuse, also. 

On my left, Mr. Merrell Clark, of the firm of Winthrop, Stimson, 
Putnam & Roberts, of New York, a law firm. 

Senator Krerauver. Glad to have you with us, Mr. Clark. 

I understand that sometime back you graduated from a very fine 
law school, Yale Law School, up in New Haven. 

Mr. Cuark. Yes, sir. 

Senator Kerauver. I am sure you are well represented, Dr. 
Bowman. 

Dr. Bowman. I think so. 

Senator Krrauver. I would admit that I have graduated there, 
except I would have to tell how long ago it has been, and I hesitate 
to do that. 

Mr. Crark. Well, the memory of you is still fresh, sir. I can 
assure you of that. 

Senator Kreravuver. I hope the proper memory. [ Laughter. | 

All right, Dr. Bowman, you have an impressive-looking statement 
here. Do you wish to read your statement without any interruption ? 

Dr. Bowman. Yes, sir, I would like to do that. 

Senator Kerauver. Let me get one thing straight before you start 
out. You are president of Bristol Laboratories ? 

Dr. Bowman. That is correct. 

Senator Kerauver. Where is Bristol Laboratories located ? 

Dr. Bowman. Well, Bristol Laboratories is located in Syracuse, 
N.Y., and I would like to differentiate between our operation, which 
is an ethical drug manufacturing operation, and that of the Bristol- 
Myers Products Division, which is our brother—one of our brother 
divisions of Bristol-Myers, which produces the proprietary drugs, 
like Bufferin, Ipana, and so forth. They are located in Hillside, N.J., 
with offices in New York. 

We also have a few offices in New York, too. 

Senator Kreravver. Before you start your statement, Bristol-Myers 
is the overall parent company ? 

Dr. Bowman. Bristol-Myers is the overall company. It has a 
number of divisions. We are one of them. Bristol-Myers Products 
Division is another. 

Senator Kerauver. What are some of the Bristol-Myers divisions? 

Dr. Bowman. Bristol-Myers is 73 years old, the company. 

Senator Keravver. I know. But Bristol Laboratories is one divi- 
sion ? 

Dr. Bowman. That is correct. 

Senator Kreravver. What are some of the other divisions? 

Dr. Bowman. Bristol-Myers Products Division is another. That 


is the one that makes Bufferin. We have been using quite a bit of 
that lately. 
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Senator Krerauver. And toothpaste? 

Dr. Bowman. Ipana, Vitalis. Then we have Grove Laboratories. 
They are out in St. Louis, Mo. 

Senator Kerauver. They make liver pills? 

Dr. Bowman. No, they make cold tablets, a line of cold prepara- 
tions. Also, No-Doz, which you may have heard advertising on. 

Senator Krerauver. There is a Grove Hotel in Asheville, N.C., that 
is supposed to have been built by the beneficence of Dr. Grove. Is 
that the same ? 

Dr. Bowman. I am not sure whether there is any connection there 
or not, Senator Kefauver, I don’t know. 

Senator Kerauver. What are the other divisions? 

Dr. Bowman. More recently the Clairol Co., who manufacture a 
line of hair preparations. 

Senator Kerauver. Bristol-Myers, I might say for the record, is 
included in this Fortune list for 1960. In 1958 it ranked 316th 
among largest corporations in the United States, and in 1959, 307th. 

I want to thank you for having submitted to us a separate break- 
down of net worth and profits, based upon sales, of Bristol Labora- 
tories, broken out from the parent company. 

Dr. Bowman. That is correct. 

Senator Kerauver. You do keep your books that way? 

Dr. Bowman. Well—— 

Senator Kerauver. Anyway, you have prepared the information 
and sent it to us. 

Dr. Bowman. Until recently, we were a separate corporation. We 
have just recently become a division. 

Senator Kerauver. American Cyanamid had given us its net profits 
on sales, but they said it would be very difficult for them to do it on 
net worth. 

Dr. Bowman. Well, you see, their situation is different, Senator 
Kefauver, because their Lederle Laboratories is a Division of Ameri- 
can Cyanamid, it is my understanding, throughout the period that 
you inquired about. In our case, Bristol Laboratories was a separate 
corporation, a subsidiary of Bristol-Myers, until very recently. And 
during the period for which you requested figures, we actually were 
a separate corporation. And that made it possible for us te—— 

Senator Kerauver. A separate corporation, but a subsidiary. 

Dr. Bowman. A subsidiary, but not a division. 

Senator Keravver. I see. 

Dr. Bowman. Now we are a division. 

Senator Kerauver. You mean since that time Bristol-Myers has 
purchased the entire company, and it is now a division ? 

Dr. Bowman. That is correct. It has been merged. 

Senator Keravuver. In any event, your testimony relates to Bristol 
Laboratories, which is now a division, and not Bristol-Myers? 

Dr. Bowman. That is correct. 

Senator Hruska. When did it become a division, Dr. Bowman? 

Dr. Bowman. The first of the year, 1960. 

Senator Hruska. 1960? 

Dr. Bowman. That is correct. 

Senator Hruska. So that when the statistics are cited from Fortune 
magazine for 1958 and 1959, showing Bristol-Myers as 316 and 307, 

35621—61—pt. 24-15 
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respectively, in the order of magnitude of American corporations, 
that is not a statistic that would apply to Bristol Laboratories in any 
fashion. 

Dr. Bowman. Yes, because while we were a separate corporation, 
we were still wholly owned by Bristol-Myers, and were therefore part 
of Bristol-Myers, and would have been reported in the overall figure. 

Senator Hrusxa. But the operations of Bristol Laboratories were 
separate and distinct from those of the Bristol-Myers Co. insofar as 
your bookkeeping is concerned. Would that be a statement of fact? 

Dr. Bowman. That is a statement of fact until you get up to the 
stock that is out on the market. 

Senator Hruska. That is the ownership. 

Dr. Bowman. That is correct. We did not have any Bristol Lab- 
oratories stock on the market. The only stock on the market was 
Bristol-Myers. 

And we were a part of that. But we were a separately organized 
corporation. 

Senator Krerauver. Who is the president of Bristol-Myers? 

Dr. Bowman. Mr. Frederic N. Schwartz. 

Senator Keravver. His office is in New York? 

Dr. Bowman. That is correct. And it is Frederic with a “c” and 
no 66] ¢99 

Senator Kerauver. That is right. 

We invited him to testify, and he asked that you testify instead, 
which is guite all right. 

All right, sir. Now, do you wish to go through your statement 
without interruption ? 

Dr. Bowman. Yes, sir; I would like to. 

Senator Keravver. Allright. Proceed. 

Dr. Bowman. My name is Dr. Philip I. Bowman; my home is in 
Syracuse, N.Y. I am president of Bristol Laboratories a division of 
Bristol-Myers Co. 

Our division is exclusively engaged in the discovery, manufacture, 
and sale of ethical drugs, primarily antibiotics. 

A little about myself first. I am by training a research chemist. 
I got my doctor’s degree in chemistry at Princeton University in 1935 
and spent the first 9 years of my professional career as a research 
chemist and research director in the chemical industry. 

In 1944 I joined Bristol Laboratories as production manager and 
successively became vice president in charge of plants in 1946. That 
is quite a unique title. I think it is the only one of its kind in the 
drug industry. And actually, it sounds more impressive than it was. 
It was more title and little raise. Some of my waggish friends called 
up and asked whether I was in charge of animals, also. 

Senator Kerauver. Were you? 

Dr. Bowman. I was. Actually, this gives the impression that we 
had a lot of plants. We did not. We had one main plant in Syra- 
cuse, the antibiotic plant. And then we had a small cinderblock 
building, about the size of this room in total floor space, that really 
you couldn’t dignify by calling it a plant. 

I became executive vice president in 1949, a director of Bristol- 


Myers, our parent company, in 1957, and president of Bristol Lab- 
oratories in 1958. 
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In case this personal transition from research to production and 
management seems odd to you, let me point out right now that from 
the very beginning Bristol Labs has been nothing more than a hu 
research laboratory with commercial manufacturing ability. This 
is strikingly apparent when I tell you that 1 out of 4 of our em- 
ployees works in research or development and that over 90 percent 
of our sales in 1959 were in products less than 6 years old, all coming 
out of our own research and development laboratories. I will have 
more to comment on that later. This shows a degree of research 
activity that is quite high. : 

I welcome the opportunity to tell this committee the story of Bris- 
tol Laboratories because it is one which should be of great interest 
to you. It is the history of the evolution of the youngest and smallest 
American ethical drug company based on antibiotics. It is the story 
of the vital parts that research, patents, and trademarks play in 
better drugs for the public and in the growth of an ethical drug 
company. In fact, it provides living testimony for the thesis that 
no ethical drug company can be built in today’s competitive market 
without them. 

I want to emphasize the word “built” starting in this period, not 
starting 100 years ago or 50 years ago. 

Although the Bristol-Myers Co. is 73 years old, Bristol Labora- 
tories, its independently operating ethical drug division, has only 
been in existence since 1943; and throughout its short 17 years of 
existence has had to stand on its own two feet and grow by its own 
efforts with the help of some periodic financing by Bristol-Myers. 
Its history begins in March 1943 when Bristol-Myers Co. bought 
Cheplin Biological Laboratories, of Syracuse, N.Y. I would like 
to give you a thumbnail sketch of Cheplin Laboratories as it existed 
at that time because it was the minuscule foundation upon which we 
had to build. 

In 1943 Cheplin Laboratories had total assets of $255,000, including 
a two-story building with total floor space of about 13,000 square 
feet—a little more than three times the size of this room [Senate 
caucus room, Old Senate Office Building]. It had about 50 employees, 
most of whom were filling and packaging girls. The purchasing 
agent, who was a chemical engineer, ran the plant and compounded 
the drugs. The president doubled as sales manager. There were no 
sales, research, or contro] departments as such. 

Cheplin’s products were mainly generically named USP solutions 
for injection such as distilled water, solutions of thiamine, ascorbic 
acid, phenobarbital, calcium gluconate and salt, and also acidophilus 
milk. They were sold mainly to hospitals, various institutions, and 
other drug houses. 

Sales for 1943 were $373,000 and for the period 1939 to 1943 aver- 
aged $268,000 per year. Profits were $1,000 [red] in 1943 and aver- 
aged $13,000 per year for the period 1939 to 1943. 

You might wonder why we bought the company. The question 
has come up in our minds, too, at various times, 

In summary, since its founding in 1923, after 20 years of selling 
generically named drugs and after spending almost no money on 
research or promotion, Cheplin Laboratories produced little of com- 
mercial benefit to itself and its community; in other words, it did 
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not grow and create more jobs to any extent, and no new drugs to 
improve the health and well-being of the public. 

In contrast, I would like to present Bristol Laboratories as it exists 
today. Our plant in Syracuse and other assets represent an invest- 
ment of $23.5 million and total floor space of well over half a million 
square feet—just a hair less than the size of this whole building 
[Old Senate Office Building|—with over half a million gallons of 
fermentation capacity. We have over thirteen hundred employees— 
the actual figure is 1,533 at the moment. Our sales in 1959 were $25.8 
million. Exhibit No. 1 in the back of our statement on page 31 
shows how the sales have grown through the years. 

Senator Kerauver. Just a minute. We had better give this a com- 
mittee exhibit number. It will be committee exhibit 53. 

(Exhibit No. 53 follows:) 
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Table supporting exhibit I: Sales of Bristol Laboratories, Inc., 
1944 through 1959 


{In thousands of dollars] 
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Dr. Bowman. Yes, sir. 
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Actually, it is in two parts because page 32 has the figures which 
support the graph. They go together. 

Senator Kerauver. That will be all one exhibit. 

Dr. Bowman. That is all one exhibit, pages 31 and 32. If you will 
look at that graph, that sawtooth graph, you will appreciate why— 
I might say also in looking at it that the penicillin period ran roughly 
from 1944 to 1953 with a little overlap of a year, the tetracycline 
period from 1953 to the present being more or less divided up into 
those two categories for the purpose of this discussion. You can 
see the problems of trying to predict profits. I am thinking of the 
statements that American Cyanamid made when they said they would 
like to see a profit in their drug operations of 12 to 15 percent after 
taxes. 

Well, the first thing that you have to do—you cannot control this, 
but if you want to try to anticipate what your profits are going to be, 
you have got to know what the sales are going tobe. This curve shows 
the difficulties, particularly the difficulties that we had as a new, a 
relatively new business, subject to many fluctuations, in trying to pre- 
dict what our economic picture is going to be throughout the year, 
because the sales pattern is quite unpredictable. Actually, while 
have spoken of only two antibiotics in connection with this graph, we 
do have other products, and we have made commercially to some 
extent or another eight different antibiotics in this plant over the 

ears. 
; The only safe prediction that you can base on this chart is that 
things are going to change. 

Going back to the text, research expenditures in 1959 were $4.16 mil- 
lion, over 16 percent of sales. Profits from all sources after taxes were 
$2.17 million or 8.4 percent of domestic sales; and, similarly, for the 
entire period of our existence from 1944 to 1959 profits were a modest 
7.0 percent of sales (exhibit No.2). 

The foregoing comparison of Cheplin Laboratories in 1943 and 
Bristol Laboratories today shows vividly the substantial progress we 
have made. I don’t mean to boast, but there has been a change. 
Even so, we are still a small company, and small is a relative term, 
but I am speaking now in comparison with the big companies like 
Lederle, Squibb, Upjohn, Pfizer, that we compete with in the anti- 
biotic business, who are four to eight times larger. And, although we 
have grown, we cannot sit back and say “we have it made” because 
the emphasis on research in the drug industry, and particularly in our 
business, creates its own obsolescence and new developments come 
along so fast that, as the Red Queen said in “Through the Looking 
Glass” : 

Now, here, you see, it takes all the running you can do to keep in the same 
ae = you want to get somewhere else, you must run at least twice as fast 
as that! 

I would like to review with you the history of our growth and point 
out some of the reasons, in our opinion, for our success in building an 
ethical drug business starting with penicillin during World War II 
while five other firms did not make the grade. Actually, we were a 
war baby. Westarted right during the war, really. This is done not 
to boast, but to point out differences in management philosophy and 
their impact on the public. 
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If I may digress a bit and go back here, I have passed up an exhibit 
which I would like to have go in the record, and that is exhibit No. 2, 
which is on pages 33 and 34 in our statement. 

Senator Keravuver. That is listed as “Net Earnings as a Percentage 
of Sales.” 

Dr. Bowman. This is net earnings as a percentage of sales for 
Bristol Laboratories for the period 1944 through 1959. 

Senator Krerauver. That will be exhibit 54. 

(Exhibit No. 54 follows :) 


EXHIBIT II 
NET EARNINGS AS A PERCENT OF SALES 
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Table supporting exhibit II: Net earnings as a percent of sales, Bristol 
Laboratories, Inc., 1944-59 
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Dr. Bowman. This graph presents a very interesting picture. The 
figures that I have mentioned are on page 34, and you can compare 
them with the actual graph. The first year shows quite a loss. That 
is mainly because we did not have any sales to speak of. The pattern 
is highly variable. You can see that generally during the early period 
of our existence, the odd years seem to be the bad ones, but that pattern 
got broken 7 later on after 1952. It shows the difficulties that we had 
in trying to budget, in trying to predict our economic future, in try- 


ing to manage our affairs, in trying to provide a stable research or- 
ganization and funds for it. 
The figure at the bottom of the page, the 7 percent, is the average for 
the period, 7 percent on sales for the whole period from 1944 to 1959. 
Going back to the text again, first and foremost, the story of Bristol 


Laboratories is the story of the house that research built. We have 
always believed, and still believe, that to get ahead in this business we 
must spend a higher percent of our dollars on research than our well- 
established competitors. Obviously, we must also spend it just as 
effectively—or even more effectively. In 1959 we spent 16.1 percent of 
our sales on research, and I think that is the highest percentage in the 
industry, while the drug industry as a whole spent about 9 percent. 
That figure is variously given as 7 and 9, but I think 9 is the most 
currently accepted figure. 

Exhibit No. 3, and these are pages 35 and 36, they go together—— 

Senator Krerauver. This will be made committee exhibit No. 55. 

(Exhibit No. 55 follows :) 
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Table supporting exhibit II1I—Research and development expense as a percent 
of sales, Bristol Laboratories, Inc., 1944-59 


Research 
and de- 
Sales velop- 


pense 


Percent 
of sales 


Sales 


Research 
and de- 
velop- 


pense 


Percent 
of sales 


ment ex- | ment ex- 


Thou- Thou- ‘ Thou- 
sands sands ‘ r sands 
$501 $115 $1, 527 
3, 181 180 1,973 
6, 243 443 | 2, 294 
7,410 615 2,050 
8, 898 809 2, 589 
7, 895 780 3, 130 : 
12, 744 1,040 4, 157 16.1 
20, 291 1, 446 
13, 411 1, 796 


1] 


$9 NI 90 © 90 NIN 
PR NOR WE AS 





24, 944 12.0 


_ 


1 








Dr. Bowman. This chart covers the years from 1944 to 1959, and 
reveals an average expenditure or an average percentage for the period 
of 12 percent, which again I think is the highest figure in the drug 
industry. I am not sure it is not the highest of almost any company 
you want to name in the country. To really appreciate this chart you 
have to follow the figures on page 36, because the chart gives the im- 
pression that we changed our research expenditures up and down 
throughout this period, and that is absolutely not correct. The thing 
that changed and fluctuated wildly was the sales. If you will look at 
the figures, you will see that except for some very minor dips in 1949 
and in 1953 which was a tough year, and in 1956, we increased our 
research expenditures continuously during that period from a low of 
$115,000 in 1944 to a high of $4,157,000 in 1959. 

Frankly, in looking at this chart, you are looking at the thing that 
has kept us in business, and I want to say that it was not easy for us 
to keep up these research expenditures, increasing them except for the 
minor dips that I have mentioned, from year to year with the fluctuat- 
ing picture of profits as you noted on page 33; and in spite of the fact 
that we almost lost money in a great many years, or that we did lose 
money in 2 years, we kept our research expenditures going up all the 
time. 

We put our bets on our research laboratories. Because you can’t 
turn off research like a faucet. You just can’t start it one year and 
slow it up the next year and then start it up again. This is partly 
because much of research is long range. 

Now, you will get a lot of argument about what is long range, and 
you will never get two research men to agree on it. But for purposes 
of trying to get things in focus, I asked our research director, Dr. 
Menotti, to break up our research expenditures currently—that is 
1959—actually, as of now, between long range and short range work. 
And we used as a definition of long range any work which you didn’t 
expect to lead to a product, or any hope of a product, within 1 year. 
I think this is probably the minimum definition that you can get by 
with, with any of these chemists. 

Everybody, I think, will agree that nothing below that is long 
range. 
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Now, some other research chemists will take the position that 5 
years is a more accurate or fair picture. But on the basis of not ex- 
pecting to get any product or hope of a product out in 1 year, 86 per- 
cent of the research work that we are doing is of a long range character, 
and only 13.9 can be called short range. 

Now, we have today 323 people in our research and development 
group. We break it down into a number of categories—research as 
such, 179—that is chemists, microbiologists, bacteriologists, and so 
forth. Then we have a medical group that does work in a slightly dif- 
ferent area, in connection with the medical aspects of our product. 
Chemical development, which is the stage that comes after the first 
laboratory work is really working on a little larger scale, but still 
comes under the category of research and development—we have got 
50 in that group. 

And in our business we have to have a fermentation development 
group, with 30 in that. 

And then we have an analytical research group, and this is not to 
be confused with our plant control, because that is a separate group of 
people. That group is, again, 50, roughly. 

That makes a total of 323. 

Did I give you the figure on medical—it was 14. 

And divided between types of degrees, 33 Ph.D’s, 5 M.D.’s, 17 M.S.’s, 
123 B.S.’s, or equivalent, and 145 others. These are laboratory techni- 
cians, people that help out and do the more menial, but just as neces- 
sary, tasks of research. 

(At this point, Senator Hruska withdrew from the hearing room.) 

Dr. Bowman. Now, getting back to the text here, as pointed out 
before, the expenditure alone is not enough, you must get results. 
As a measure of effectiveness, and at the same time of the dynamic 
technical competitive change in the drug industry, I would like to 
repeat that over 90 percent of our sales in 1959 were in products from 
our own research and development laboratories less than 6 years old. 
Our product obsolescence has been fantastically high as shown by ex- 
hibit No. 4, which is composed of two pages, 37 and 38. 

Senator Keravuver. Let’s make that exhibit 56. 

(Exhibit No. 56 follows :) 
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EXHIBIT IV 


PERCENTAGE OF ANNUAL SALES 
OF BRISTOL LABORATORIES INC. 


CONTRIBUTED BY PRODUCTS DEVELOPED WITHIN LAST FIVE YEARS 
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Table supporting exhibit IV: Percentage of annual sales, Bristol Laboratories, 
Inc., contributed by products developed within last 5 years 
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Dr. Bowman. This exhibit shows the composition of our yearly 
sales by product age groups. It is actually I think, again a rather re- 
markable chart, pretty much unique for the industry. 

If you will look at the chart, you will see that since 1950, with the 
exception of 3 years—1952, 1953, and 1954—substantially all the prod- 
ucts we were selling in those years were less than 5 years old. That is, 
over 90 percent of them were less than 5 years old. You get back to 
1953, which is the lowest year, 76.6 percent of them were less than 5 
years old, even in that year. 

Now, this is partly a reflection of the fact that we are a young com- 
pany and don’t have a very broad product line. But it is equally well 
a reflection of the vigor and activity of our research group. And I 
might say that when we talk about a product here, we don’t neces- 
sarily mean a brand, spanking new invention, a new drug. We class in 
products—well, let’s take tetracycline. We make several different 
tetracycline products. We make the hydrochloride, we make the tetra- 
cycline phosphate complex, and we make a pyrrolidinomethy] tetra- 
cycline. These are all different chemically, and they do slightly dif- 
ferent things, and we class them as different products. 

So when I say we have all new products, it doesn’t mean that it is a 
complete new cast of characters in the sense that they are completely 
different drugs, but they are different chemical variations in some in- 
stances of the same basic parent drugs. And there are new ones, too. 
I don’t mean to say that we do not have new ones that are completely 
different. 

A necessary following circumstance of this chart is that we have 
a lot of obsolescence; if we are getting completely new products all 
the time we must be discarding others. And actually that is the case, 
because over this period, we have scrapped 392 different formulations, 
including all different types of new products, and special formula- 
tions of them, which represent about 1,600 different product packages. 
And when this was first written up, this statement, I thought of bring- 
ing along a basket full of these, as was done with the advertising ma- 
terial, and dumping them on the table. But my lawyer said that would 
be a bit corny, and talked me out of it. Besides, these are a lot of glass 
bottles which might have broken, and caused quite a mess, so we 
omitted that. 

But, believe me, it is quite a big basket of dead products which are 
the casualties of technical competition, progress of research in the 
drug field, and progress of our own sane. 
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The problem of drug obsolescence has been well expressed in the 
May issue of Fortune magazine by Charles E. Silberman. He quotes 
the late Professor Schumpeter who used to say that the kind of competi- 
tion that really counts is not the competition from lower prices— 
but the competition from the new commodity, the new technology, the new source 
of supply, the new type of organization—competition which * * * strikes not at 
the margin of profits and the outputs of the existing firms but at their founda- 
tions and their very lives. 

With this type of vigorous technical competition, it is necessary not 
only to spend heavily for research, but also to protect by patents the 
good results of that research. 

We learned early in our corporate life that patents are a small 
firm’s—and the public’s—best friends. They play a very important 
role for a company that invests heavily in research. First, they pro- 
tect. the fruits of research and second, they provide a secondary source 
of income when licensed. After all, it is only fair that those who 
share the benefits of your research should pay for them. 

Without patents, the big, well-established firms with more effective 
production and sales teams could quickly rob a small firm such as we 
are of its research discoveries and could take the major share of the 
market. by virtue of their greater production and sales power and their 
established reputation with the medical profession—thus stunting the 
growth of the small firm. If concentration is regarded as bad, then 
the patent system must be kept strong or approximately 1,275 small 
ethical drug firms will have little chance to grow, and the big firms 
will get bigger. 

Of course, someone may contend that if patents were abolished in 
the drug field, the little firms could grow by taking advantage of the 
research of the big firms. There are two important fallacies in this 
argument. In the first place, new drug research as a whole in time 
would dry up. Drug research is so expensive, particularly antibiotic 
research, that no prudent firm would aa to gamble the money with- 
out the possibility of protecting the results. We estimate, and we 
want to point out it has to be an estimate, because we don’t have all the 
figures, that major antibiotics have emerged with a frequency of one 
for every $20 million of industry research expenditure. 

Now, one of the reasons why that figure is so high is rather well de- 
picted in a little enclosure that we sent out with the Bristol Myers 
annual report in 1958, which I would like to make a part of the record. 

Senator Kerauver. I don’t know whether this can be reproduced or 
not. 

Dr. Bowman. I don’t know if you can. It might present a tech- 
nical problem. It is not essential that it be reproduced. 

Senator Kerauver. We will give it “Exhibit No. 57.” It will be a 
part of our record. It is called “Bristol Laboratories People.” 

(Exhibit No. 57 may be found on p. 15303.) 

Dr. Bowman. The purpose of putting it in here—— 

Senator Kerauver. The pictures cannot be printed, but we can print 
the copy material. 

Dr. Bowman. Well, actually, our point in putting it in was for the 
benefit mainly of the committee, because unless you know a little bit 
about what is involved here, a figure of $20 million to get out an anti- 
biotic sounds a little bit on the ridiculous side. But if you look 
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through this, and see all the steps that are required to get a successful 
antibiotic on the market—we might start right at the beginning, the 
first thing you have to get soil samples. And we collect these all over 
the world. We have garden clubs send them in. And, believe it or 
not, the ladies and the men members of the garden clubs are very in- 
terested in sending us in samples from not only the United States, but 
affiliated clubs all over the world. We have a lot of people working 
for us in this respect, cooperating by sending in the soil samples. 
When we get them in, they are taken to the laboratories and samples 
put in a test tube, in a suspension, and organisms grow because practi- 
cally all soil contains some organisms. 
Then these are changed, transferred to circular plates. They are 


agar plates and you see an example of one here in exhibit 4, and 5 is 
also an example. 


You can follow the pictures. 

These cultures are allowed to grow on the plates, and under favor- 
able conditions—you have to try to find the most favorable condition 
for each type of organism that turns up. 

Then they are tested against various types of test organisms, not 
necessarily pathogens at first, but different types of common disease 
organisms, as shown on that little exhibit 7. 

And if some interesting activity turns up, then those cultures are 
transferred to other tubes and held for further study. 

Actually, we need much more material, so the first thing that has 
to be done is to grow larger quantities, and this is done in what we call 
shake flasks. You can use milk bottles, you can use ordinary labora- 
tory flasks. These are filled with a nutrient solution and a culture 
and placed on a vibrating table which shakes them back and forth. 
This is the means of getting air into the bottles which are stoppered 
with cotton to keep out contaminating organisms. 

The material grows in these flasks and that material is used to as- 
say the antibiotic on plates, an example in 12 there, against test organ- 
isms, and you will see some dark circles around the little black spots. 

The little black spots are the little tubes containing the antibiotic 
which diffuses throughout the agar around the little cup container, 
and kills the organism, the test organism on the plate, and causes those 
little circles, diffuse circles, that you see there on the plate. 

Then comes a very difficult step, and we don’t always succeed here, 
very often don’t succeed, in identifying these antibiotics chemically, 
in trying to find out what their chemical structure is, because this 1s 
important in trying to get them in pure form, which is necessary if 
you are going to get anywhere in development. 

If it is possible to isolate and purify, identify the antibiotic at that 
particular stage, we apply for a patent. Normally, we would any- 
how, but it is a little hard to characterize it at that point, a little more 
difficult. 

I might say that in this process there are tremendous quantities of 
these soil samples fall by the wayside. Actually, in our history we 
have isolated over 700,000 different interesting bacteria or other 
organisms from the soil samples. 


I think all but about a dozen or so of those fell by the way- 
side. 
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This is a very high fatality rate, and a lot of work to do for such 
a small result. 

After you get to that point that you have some material to work 
with, then it is necessary to go into the toxicological properties of the 
drug, because even the best antibiotics are no good if they are too 
toxic to use. 

At this point you lose a great many of the ones that succeed in 
passing the hurdles up to this point. 

Senator Krerauver. Dr. Bowman, I don’t want to hurry you. You 
take what time you feel is required. But this is Friday and I know 
everybody wants to get away Friday afternoon and not come back 
tomorrow. 

Dr. Bowman. That is quite all right. I am perfectly willing, since 
this is mainly an educational type of thing. You can read it at your 
leisure, if you are interested. 

Senator Keravver. I will direct that the wording of this brochure 
be carried as exhibit 57. Unfortunately, we cannot reproduce the 
pictures, but I think the wording describes the operation pretty well. 

Dr. Bowman. That is quite satisfactory. 

Our firm alone has spent over $20 million in antibiotic research and 
isolated over 700,000 cultures, coming up with only one major anti- 
biotic—only to find that others had come up with the same anti- 
biotic at about the same time. 

These odds are long enough without adding the hazard, in the ab- 
sence of patents, of 1,300 product-hungry competitors ready to grab 
and exploit your developments as soon as they appear. 

This would be like saying to a farmer, “You go ahead and plant 
your corn and take your chances with the weather and the bugs and 
when it is ripe, we will all come in and help ourselves.” 

Under these rules there would be very little corn planted; just as 
there is very little fundamental research done in Italy where there 
are no drug patents. No new drugs have come out of Italy in the last 
25 years. 

haute, it is a longer period than that, but I took 25 years because 
that is the most active period, I think, of drug development in the 
American drug industry. 

Italian firms have spent their money duplicating American drugs. 
And not only American, but anybody's drugs, any other country. 

This is the safe and economical way to do “research.” There are 
no failures. You don’t have to pay for the dry holes. In prospecting 
for oil, as any oil company knows, 7. have got to pay for the dry 
holes just as well as the gushers, and in research you have got to pay 
for all the things that don’t work out, the inventions that are still- 
born, just as well as for the one that succeed. 

There is only one thing wrong with this copycat approach the 
Italians use. You must have someone to copy. 

Senator Kerauver. Dr. Bowman, I made a mistake yesterday in not 
interrupting the witness who was referring to the same subject that 
you are. 1 am going to warn you now that this committee is not 
going to be used as a forum to disparage the people or the scientists 
of a friendly allied nation. 
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Italian scientists have made a great contribution to scientific devel- 
opment, both in medicine and in other fields; just a few years ago an 
Italian won a Nobel Prize in the field of medicine. 

As a matter of fact, if the situation were reversed, we would resent 
it very much. 

Dr. Bowman. I didn’t mean 

Senator Krerauver. And so we are not going to allow this forum 
to be used for the purpose of disparaging the scientific efforts of the 
people, or the manufacturing facilities, of a friendly nation. 

Dr. Bowman. I didn’t mean to disparage the work of the scientists. 
Actually, they don’t, as I understand it, have anything to do with the 
patent system. 

This was an action of Mussolini’s back a long time ago in abolishing 
the patent system in Italy, so they are simply victims of it. 

Senator Krrauver. Of course, I think it ought to be pointed out 
while they may not have a patent system at the present time, in the 
United States and in other nations a larger part of research is done 
by government grants to universities. A great many of our break- 
throughs and discoveries have come about not in pharmaceutical lab- 
oratories, but by others—even pharmacists have done a great deal of 
work on theirown. Individual practitioners have made a great many 
discoveries. The Italian Government put up a great deal of money. 
Some of the universities in Italy do fine research work in the field 
of medicine. 

As a matter of fact, in the beginning all or most of the antibiotic 
development came from England—as you so well know—which had 
no product patents at that time on drugs. 

So let’s not use this forum to disparage the people or the techni- 
cians of any other country. 

Dr. Bowman. There was no intention to do that, sir. 

Senator Kreravuver. It was done yesterday, and I should have in- 
terrupted the witness. I am sorry that I did not, but I want the 
record to show my feeling about it. 

Will you proceed, sir. 

Dr. Bowman. As leaders in world medicine, the American drug 
industry would not, nor would the American people, be satisfied to 
adopt such a role. Contrary to the questionable impression which 
has come from these hearings that most of the important new drug 
discoveries have come from abroad, the antibiotics—with few excep- 
tions—have come from American research. 

It is an interesting fact there to point out even in connection with 
penicillin, which this committee may not be aware of, that, of course, 
the original discovery was made by Dr. Fleming in 1929, but the 
work that got it off of the shelf and resulted in something being done 
with penicillin was done by Chain and Florey. 

And the curious thing is it was done with Rockefeller Foundation 
money, by a grant of $5,000 from the Rockefeller Foundation, Amer- 
ican money. 

Senator Kerauver. Dr. Alexander Fleming 

Dr. Bowman. I am not trying to take any credit away. 

Senator Krravver (continuing). Made the original discovery in 
1929 in England. These two doctors you talk about were university 


doctors working under a grant from Rockefeller in their own univer- 
sities, T believe. 
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Dr. Bowman. That is correct. 

Senator Kreravver. All right. 

I did not mean tointerrupt you. Go ahead. 

Dr. Bowman. Then the people that really got it into production 
were the American drug firms working with the American Govern- 
ment—the Northern Regional Laboratory. 

The second fallacy is the argument that in the absence of patents 
little firms could grow at the expense of big firms, thus increasing 
competition and reducing concentration, is that it may be fine theory, 
but experience has shown that it just doesn’t work that way. 

In fact, it works just the opposite. 

In the case of unpatented penicillin—and when I say “unpatented 
penicillin,” I mean the basic drug itself; actually there are many 
penicillin patents on related salts and compounds and on methods of 
manufacturing—five of the smaller, newer firms were forced out of 
the antibiotic business while the big, established firms got bigger. 
Only one small, new company “squeaked” through—thanks to re- 
search, patents, trademarks, and a lot of luck and hard work—that 
was Bristol Laboratories. The story of our experiences follows: 

In the summer of 1943 the Government invited Bristol Labora- 
tories to undertake the design and construction—with Government 
funds—of a penicillin plant. Even though Bristol was pitifully small 
for such a huge undertaking, it did have some fermentation experience 
in making acidophilus milk, and fermentation know-how was rare in 
the drug industry. 

It was now necessary to find a plant site, recruit a technical staff, 
develop a process for making penicillin, design a plant, and build it. 

This represents a tough assignment for a large, well-established drug 
company, but for Bristol it was formidable. I won’t burden the rec- 
ord with the trials and tribulations of this period; suffice it to say that 
the plant began producing penicillin late in 1944— the last of the peni- 
cillin plants to get into production. 

As originally designed with 80,000 milk bottles for fermenters, this 
plant had a rated capacity of less than 2 pounds of penicillin a month. 

During the construction of the plant, the process was completely 
redesigned and 2 dozen 2,400-gallon tanks were substituted for the 
80,000 milk bottles and the rated capacity was increased 50 times. 

This was the beginning of a continuous battle to increase the produc- 
tivity of the plant by making technical improvements of all kinds. 

It was generally quicker and cheaper to increase plant capacity by 
technical improvements than by adding bricks, mortar, and steel. 

But I might add, we did add plenty of brick, mortar, and steel, too. 

Incidentally, a plant of that size, 57,600 gallons, using today’s tech- 
nical know-how, could produce over 3,000 times our original rated 
capacity. 

For the next few years, through research, we continually increased 
our output. Sales were limited only by production since there was a 
tremendous unsatisfied demand for penicillin; first, by the Armed 
Forces, and then by civilian populations of the world. Of course, 
every other plant increased its output, too, and eventually foreign 
plants were built. And prices were falling rapidly. 

35621—61—pt. 2416 





13840 ADMINISTERED PRICES 


Exhibit No. 5, which comprises pages 39 and 40, shows the price and 
production trends. If you refer to those charts, you will see that the 
first one is more or less based on a combination of our history and trade 
information, and shows a very steep decline there in price. 

Senator Keravuver. That will be marked “Committee Exhibit No. 
58.” 

(Exhibit No. 58 follows :) 


EXHIBIT V 
COMPARISON OF PENICILLIN PRODUCTION. 


PRODUCTION PRICE PER 
BIU (000) 100,000 


UNIT VIAL 
$20.000 





$10. 
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Table supporting exhibit V—Comparison of penicillin production with wholesale 
price of 100,000-unit vial—Period from first published price in 1943 through 
December 1959 


Production 














| Price per | Production Price per 
Year (b.i.u.) 100,000-unit |} Year (b.i.u.) 100,000-unit 

| vial | vial 
1943_... 11,000 $20. 00 | Ws tienccaeeeas 342, 326 $0. 10 
Gicchanmenenned 11,600 1.20 371, 589 .08 
1945 1 8,000 . 52 476, 658 .07 
Ra Goss cea vbneeouee 27,000 . 38 344, 243 -07 
1947 42, 000 . 28 478, 259 -05 
1948 92, 947 | . 20 525, 738 05 
nS chase tannreesaes 138, 103 .12 391, 574 05 
1950 219, 903 .12 429, 781 .05 
Pes ok tases 318, 622 oa 

1 Estimated. 


Source of production figures: U.S. Tariff Commission, annual reports on U.S. production and sales of 
synthetic organic chemicals. 


Source of price information: Records of Bristol Laboratories. Sales of 100,000-unit vial were discontinued 
in 1952, Subsequent prices have been estimated based on the price of the 500,000 unit vial, and using the 
price relationship which existed between the 100,000-unit vial and the 500,000-unit vial in 1952. 

Dr. Bowman. I would like to point out one thing in connection 
with this chart. Everyone speaks about the low prices of penicillin. 
I am speaking now of penicillin G. This is a somewhat illusory con- 
cept, because actually we cannot do it—I do not say there is not a 
firm that couldn’t do it—but we cannot produce penicillin G today 
and break even. We lose money on it. And I think that is true of 
every producer of penicillin G in the country today. 

Now, that means simply this. Any loss that is incurred in making 
penicillin G must be absorbed by the other drugs which a company 
produces, thus really increasing their costs. 

Actually, we don’t ferment penicillin G today, so I can’t document 
this with any figures. But I think that a product as important as 
penicillin ought to be able economically to stand on its own two feet, 
for the welfare of the country and the benefit of the Nation as a 
whole. 

I think it is a little bit illusory to say that the apparent price of 
penicillin is low when the actual price is higher than is represented 
generally by a chart such as this. 

All of these economic factors were operating in a loosely connected 
but random fashion—the combined effect of which had terrific reper- 
cussions on our financial picture. 

As you can see from exhibit No. 6, page 41—— 

Senator Kerauver. That will be made exhibit No. 59. 

(Exhibit No. 59 follows :) 
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EXHIBIT VI 


NUMBER OF MONTHS EACH YEAR 
IN WHICH BRISTOL LABORATORIES INC. 
SHOWED A NET LOSS 
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Dr. Bowman. During the “penicillin period” in our growth, from 
1944 to 1953, we lost money in 421% percent of the months, although 
only 2 years, 1944 and 1953, showed losses for the entire year. 

Looking at that chart—and the reason for giving it was to show 
the kind of economic pressure and financial pressure you are under 
in this type of situation, where you may not have lost money for the 
whole year, but you were losing money for a substantial portion of 
it. And it reflects the economic tension under which a business such 
as ours was operating and the stresses during that period. It also 
illustrates and makes more clear the problems of forecasting our 
financial progress. And you will notice that from 1952 on through 
1954, with the exception of 1 month, we lost money continuously for 
23 months. This was, I might say, a very painful period in our 
history. 

In the latter year, and this refers to 1953, our loss was about a 
million dollars—actually, it was $870,000—and in the early months 
of 1954 we were losing money at the rate of over $200,000 average 
per month. This is an average figure for the 7 months of that year 
that we lost money. 

It was quite obvious that the logical and inevitable result of this 
situation was bankruptcy for any small company largely dependent 
on penicillin, unless that company could develop patented specialties 
which it could keep for itself and sell under trade names which the 
doctor would specify. Otherwise, the larger, better established firms 
could take the business by virtue of their larger scale, lower cost pro- 
duction, their reputation with the doctor, and their bigger detail 
forces. 

During the period 1944-53 we spent a lot of research money in 
trying to discover new, improved penicillin products, and, in fact, 
we think we led the industry in this type of research. ‘These develop- 
ments included longer acting dosage forms, stable aqueous suspen- 
sions, new salts, palatable oral products, and special amino salts. 

You might say none of these were terribly fundamental inventions, 
but they all added some value to the use of penicillin. Take for in- 
stance, a good-tasting pediatric suspension. Now, probably all of 
you at one time or another have had the problem of getting medica- 
tion into children. And this was difficult with penicillin because 
it tastes so bitter. We were able to make an oral suspension which 
was relatively good tasting, and I know that with our children, and 
with the children of many of our friends, we found that the problems 
of getting the medication down were solved with this product. And, 
generally, developments of this kind made these drugs more useful and 
benefited the public. 

Unfortunately, the benefits of this research were only temporary 
tous. First, because the field was moving so fast and getting a patent 
was so slow that products had to be introduced before the patents 
issued, and they were promptly copied by competition. Second, we 
had no appreciable detail force of our own to capitalize on these de- 
velopments by building up trademarked specialties, so we had to 
sell them in bulk to others, using our research leadership to merit the 
continued loyalty of our bulk customers. And so it was with Flo- 
Cillin “96”, which is a good example of the development kind of 
research which we have done so effectively. 
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We had our introduction to product piracy when we marketed in 
1948 the first satisfactory, long-acting penicillin product, Flo-Cillin 
96, our first important penicillin development. One of the serious 
problems with the earlier penicillin products was that you had to 
inject them every 3 to4 hours. This was troublesome, expensive, and 
required hospital care which often was not indicated or practical. 
Actually, it was a limitation on the use of the drug for some purposes. 

By releasing the drug slowly, Flo-Cillin 96 gave therapeutic blood 
levels for 4 days. This made it possible to actually cure syphilis with 
one injection—and to wipe out diseases like yaws and pinta, which 
are the scourge of countries primairly around the Equator. Our 
first. trials of this drug on a large scale were carried out in Haiti, un- 
der the direction of our medical staff, in cooperation with the Haitian 
Government. And, actually, these experiments paved the way for 
some of the world disease eradication programs that were carried 
out later by the World Health Organization. 

(At this point, Senator Hart entered the hearing room.) 

Senator Keravuver. Dr. Bowman, while you have stopped for a 
moment, Senator Hart has returned from Detroit to be with us today. 

Senator Harr. Sorry I am late, Mr. Chairman. 

Senator Kreravuver. Our witness is Dr. Bowman, president of Bris- 
tol Laboratories. 

Dr. Bowman. Can we supply you with a statement, Senator Hart ? 
I am reading now on page 18, down near the bottom of the first 
paragraph. We are discussing Flo-Cillin 96, which is a penicillin 
product that. we developed which worked out to be very useful in 
world disease eradication programs. 

The World Health Organization tell us that even today for their 
large-scale disease-eradication programs this Flo-Cillin 96 type prod- 
uct is still the most widely used penicillin product form in the world. 

The problem here is that you cannot get backward people into 
hospitals and keep them there. There are not enough hospitals. It 
is too much of a problem. The most you can do is round them up in 
a local village, and give them all an injection and send them home. 
And, using this product, one injection is enough, for diseases like 
yaws and pinta, to actually cure the patient. You can’t get the 
patient back for a second treatment. And this is why this drug— 
this product form of penicillin—is so useful. 

How did we fare when we marketed this valuable discovery in 
1948? The patent had not yet issued, but our commercial need for 
a new product and the importance of this product to the medical 
profession were so great that we couldn’t wait. Promptly, with few 
exceptions. the industry appropriated the product and clobbered 
little Bristol in the marketplace. 

And what company benefited most from this discovery? Certainly 
not Bristol. We estimate, on the basis of Government figures and 
our rovalty reports, that from 1948 to 1959 we got less than 10 nercent 
of the business—hardly a fair share for such a valuable contribution. 
Such were, and still are, the problems of the small newcomers. 

Five other companies who had started out to build ethical drug 
businesses based on penicillin also found themselves in the same 
predicament that we did. As prices continued to drop, it wasn’t 
possible to reduce costs fast enough and to sell a sufficiently larger 
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volume to make ends meet. In the end they gave up (exhibit No. 7, 
which —— pp. 42 and 43). 
Senator Kreravuver. This exhibit will be designated “Exhibit No. 60.” 
(Exhibit No. 60 follows:) 


EXHIBIT VII 
BRISTOL LABORATORIES PENICILLIN SALES IN QUANTITIES 


Thousands of B.I.U. (MEASURED IN BILLIONS OF UNITS AND IN DOLLARS) 
Of Penicillin and 


Millions of Dollars 


60 


- [_] Pensciiiin Sales 
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Table supporting exhibit VII: Bristol Laboratories penicillin sales in billions 
of units and dollars, 1950-56 





Penicillin sales Penicillin sales 


19, 944, 710 
12, 412, 695 


Dr. Bowman. And exhibit bg Dip comprises pages 44 and 45. 


Senator Kerauver. That will 


given exhibit No. 61. 
(Exhibit No. 61 follows:) 
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EXHIBIT VII A 
AVERAGE UNIT PRICE OF ALL PENICILLIN 
SOLD BY U. S. MANUFACTURERS 
EXPRESSED IN BILLION INTERNATIONAL UNI1'S (B.I.U.) 


1946 - 1959 


UNIT PRICE 
PER B.I.U. 


$7,000 [|_| — 
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Table supporting exhibit VII-A: Production, sales, and awerage unit price of 
all penicillin sold by U.S. manufacturers expressed in billion international 
units (b.i.u.), 1946-59 


Production 
i Quantity 
(b.i.u.) 


Sales Unit price 
(thousands) | (dollars per 
b.i.u.) 


$4, 450. 00 
2, 351. 30 


455, 586 
372, 288 
370, 668 


— U.S. Tariff Commission: Annual reports on U.S. production and sales of synthetic organic 
chemicals. 


Dr. Bowman. These show why. 

Now, if you will look at the graph on page 42, the hashed bars are 
the dollar sales of penicillin products. ese are our sales. And the 
y= cag higher bars are the quantity sales which correspond to the 

ollars. 

Now, I think every other company’s penicillin operations showed 
roughly the same kind of picture. And you will see the tremendous 
quantities that were sold increasingly, and the severely declining dol- 
lar volume of sales that resulted from those quantities, and the rather 
impossible situation that was created for a company such as ours. 

Then if you will turn to page 44, these figures are not ours. They 
are the industry figures from the U.S. Tariff Commission, and they 
show the decline. 

Senator Kerauver. What you refer to here is our exhibit 61? 

Dr. Bowman. Is that already in the proceedings ? 

Senator Kerauver. Yes. 

Dr. Bowman. Well, there is no need to put it in twice. 

Senator Keravver. It has just been put in. 

Dr. Bowman. Oh,I see. Iamsorry. I thought you referred to— 

Senator Keravuver. But you go on and make your comment about it. 

Dr. Bowman. The graph speaks for itself. 

Prices have declined very, very substantially, as you see, and are 
again illustrative of the problem that a company such as ours has. 

The actual figures themselves are shown on page 45. 

We lived through many dark months in late 1952, 1953, and early 
1954. We had to release—that is the polite word—“fire,” that is the 
actual word we had to use—one out of every four employees. 

If you gentlemen have ever gone through the heartbreaking task of 
telling 271 people who have worked hard and loyally for you that 
through no fault of yours or theirs you could no longer afford to pay 
them, then you will have some understanding of what we went through. 

If you will refer to exhibit No. 6, page 41, you will see that in 1952 
we lost money 5 months of the year. Exhibit No. 2 shows that in 
1953 we lost $870,000 on $10 million sales even after tax credits. 
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Senator Kerauver. That is committee exhibit 59? 
Dr. Bowman. That is in, yes, 59. 
You will see that in 1952 we lost money on 5 months out of the year. 
Exhibit No. 2, which is page 34—you don’t need to go back to that 

exhibit actually, I was just giving the reference to it—shows that in 
1953 we lost $870,000 on $10 million sales even after tax credits. 

During the early part of 1954 we were losing money at the rate of 
$200,000 per month. Again I want to state that was an average rate 
averaged over the 7 months that we lost money in that year. 

Even with this grim picture in front of us we didn’t impair our 
research program. It was obvious to us that we had to find some new 
products for there was no hope for us in the penicillin business. 
There was no prospect that the price was going to return to a level at 
which we could operate profitably, or even make both ends meet on a 
break-even basis. 

So the only hope for Bristol lay in the possibility that one of our 
research programs might turn up one or more useful products which 
we could market successfully. 

And it was research that came to our rescue. Our scientists found 
an organism producing an antibiotic with a very interesting anti- 
bacterial spectrum. Three other companies, all unknown to each 
other and to Bristol, had also been conducting research which led 
by different routes to this same antibiotic, now known as tetracycline. 

For various reasons of patent law, Bristol did not receive the U.S. 
patent on the product tetracycline, but we have obtained recognition 
through patents awarded in the United States and abroad on impor- 
tant methods of manufacture and on important product forms. 

I might point out at this point that we are the only or were for 
many years—I don’t know that I could say we are the only firm in 
the world now, that is producing tetracycline by direct fermentation. 
In the beginning the other companies, both in this country and sub- 
sidiary operations abroad, produced tetracycline by dechlorinating 
Aureomycin. We produced it in a much more difficult way actually, 
one which required a lot more development and research work in the 
beginning through direct fermentation without going through the 
chemical steps of Aureomycin. 

Tetracycline is a wonderful drug. It is extremely effective against 
a wide range of infections of the upper respiratory tract, the lungs, 
and the urinary tract. It treats substantially the same illnesses as the 
earlier discoveries chlortetracycline and oxytetracycline, but it has 
fewer side effects and as a result is more widely used. 

Twenty years ago, prior to the development of the antibiotics, the 
average case of lobar pneumonia required about 5 weeks of hospitali- 
zation with doctors, nurses, medicine, oxygen, and hospital care, 
amounting to some $300 to $400.1 

Lost earning power during hospitalization and convalescence in 
terms of wages was a staggering cost factor. And, of course, it de- 
pended on the salary bracket of the particular patient affected. 

One out of every three patients died. Today the average lobar 
pneumonia patient is ill for about 2 weeks with little or no convales- 


2 The October 1958 issue, Public Health Reports, vol. 73, No. 10, pp. 929-939. 
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cent period and is very often treated at home. The odds for full re- 
covery are 26 to 1,a big improvement. A course of tetracycline ther- 
apy, that is, 40 capsules, costs about $20. Doctors’ bills are approxi- 
mately $35.7 

These figures came out of the report listed, the Public Health Re- 

yorts. 
' Before the introduction of antibiotics, a case of mastoiditis cost 
about $1,000 for hospitalization and surgery. ‘Today—if you can find 
a case, Which I doubt—$15 worth of tetracycline will clear up almost all 
cases without surgery or hospitalization.° 

This, I submit, is one of the biggest bargains in medical history. 

Our detail force, when we first decided to sell tetracycline under the 
Bristol label, was a tiny one. All of our competitors had many hun- 
dreds—and some had detail forces, one, of nearly a thousand. In the 
early stages, Bristol’s product forms were the same as those sold by 
others. But it was obvious that we could not expect to make any dent 
in the tetracycline market with our small detail force and these “me 
too” products. 

To build substantial sales, we knew that we would have to increase 
our detail force, make our name and products better known to the 
medical profession, and most important of all, develop new and better 
trademarked tetracycline specialties with advantages over our compe- 
titors’ products. 

In our first year of selling tetracycline, we sold under the Bristol 
label less than 1 percent of the market. During that year, however, 
we were able to increase our detail force from 40 to 65 men and to de- 


vote increased funds to research on improving our products. 

Without going into particulars, I would like to tell you that by the 
middle of 1956 we had introduced seven new product forms of tetra- 
cycline, all of which had certain advantages over competing products. 

None of these would qualify as a major scientific advance, but they 
were practical and useful improvements. They lay in such areas as 
making liquid suspensions more stable, — liquid forms simpler 


and more pleasant for the patient to take, com 
with a superior local anesthetic, and the like. 

Of course, our competitors were also working hard in the same 
direction. and as a result both the medical profession and the public 
benefited from this continuous competitive effort to increase sales 
through product innovations and development. 

During the same stretch of time and up until the end of 1956, 
Bristol was able to bring its detail force up to a total of 130 men. 
We were able to spend more money to inform the medical profession 
about the advantages of some of our improved products, and, as a 
result, we more than tripled our own share of the tetracycline market 
by increasing it from less than 1 percent to 2.9 percent. We were 
still very “small potatoes” in this industry, but to us these figures 
indicated real progress, 

Toward the end of 1956 we made a great stride forward. Once 
again, this was the result of our research. We developed a tetra- 
cycline product which we called Tetrex; technically speaking, it is a 
tetracycline phosphate complex salt. 


ining injectible forms 


2The October 1958 issue of Public Health Reports, vol. 73, No. 10, pp. 929 to 939. 
8 The October 1958 issue of Public Health Reports, vol. 73, No. 10, pp. 929 to 939. 
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This new product is markedly superior to the older forms of tetra- 
cycline because in the early hours after the start of treatment, when 
you are most anxious to get the cure started, it produces twice the 
level of tetracycline in the bloodstream of the patient. 

Largely as a result of this major improvement, Bristol’s share of 
the tetracycline market went up in 1957 to over 5.3 percent. 

Our other competitors in the field were stimulated and in time 
brought out their own enhanced forms of tetracycline, for which they 
claimed many of the same advantages. 

I would like to point out here that these product improvements 
which Bristol introduced from time to time were all offered at the 
same price as the older forms of tetracycline. 

There have been no price increases in these products of ours since 
they were introduced, although, as you well know, the prices of al- 
most everything else which we Americans buy, including many of 
the 437 ingredients and the wages which go into our tetracycline 
products, have increased substantially since 1954. 

Exhibit 8, which comprises pages 46 and 47-——— 

Senator Kerauver. That will be committee exhibit 62. 

(Exhibit No. 62 follows :) 
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EXHIBIT VIII 
BRISTOL LABORATORIES 


RATE OF GROWTH OF SALES COMPARED 
TO RATE OF GROWTH OF SALARIES, WAGES 


AND FRINGE BENEFITS 
1950=100 BASE YEAR 
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Table supporting exhibit VIII: Bristol Laboratories—Rate of growth of sales 
compared to rate of growth of salaries, wages, and fringe benefits 


[1950= 100 (base year)] 





Annual sales Index wages, and Index 
(thousands) numbers employees’ numbers 
benefits 
(thousands) 





$12, 744 $2, 687 
20, 291 56 3, 657 
13, 411 b 5, 815 
10, 054 5, 152 
16, 213 5, 534 
16, 313 é 6, 329 
15, 622 6, 322 
23, 925 7, 501 
19, 183 8, 267 
25, 804 9, 196 





Dr. Bowman. And exhibit 8-A, which comprises pages 48 and 


Senator Keravver. That will be exhibit 63. 
(Exhibit No. 63 follows :) 
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EXHIBIT VIII A 
AVERAGE EMPLOYEE BENEFITS, SALARIES 
AND WAGES PER EMPLOYEE 
BRISTOL LABORATORIES INC. 


SALARIES AND WAGES PER EMPLOYEE 


te 
- 
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1950 1951 1952 1953 1954 1955 1958 1959 


Byeress No. 
Dara i 819 1097 1169 951 952 101i 928 1029 1118 1106 


Table supporting exhibit VIII-A: Average employee benefits, salaries, and 
wages per employee, Bristol Laboratories, Inc. 


Average nhum- Average em- Average num-| Average em- 
ber of employ- | ployee benefits, ber of employ- | ployee benefits, 
ees during salaries, and ees during salaries, and 
year wages per em- year wages per em- 

ployee ployee 


$3, 281 $6, 261 
3, 333 928 6, 813 


4,975 
5, 418 
5, 813 
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Dr. Bowman. Show that our largest single item of expense, salaries 
and wages, including fringe benefits, has increased over threefold, 
and I am referring now to the graph on page 46. This item has in- 
creased threefold since 1950, while sales have only doubled. 

The largest percentage increases in personnel—and I might say 
that this figure is made up of both increases in personnel and increased 
wage rates and benefits—the largest percentage increases in personnel 
occurred in the research and sales departments and it is significant to 
note that in addition to the increase in number of employees, the 
amount paid per employee more than doubled. 

Now I am referring to the graph or the chart on page 48, which 
shows that our wages per employee, including all fringe benefits, have 
more than doubled; in fact, almost tripled, during this period. None 
of this substantial increase in expense has been reflected by price in- 
creases in our improved tetracycline products. 

Exhibit 9—and now I refer to pages 50 and 51. 

Senator Keravver. That will be committee exhibit 64. 

(Exhibit No. 64 follows:) 
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EXHIBIT IX 
RATE OF RETURN (AFTER TAXES) AS A PERCENT OF SALES 


1952 - 1959_ 
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Table supporting exhibit IX: Rate of return (after taxves) as a percent of 
sales, 1952-59 


All manu- Bristol All manu- Bristol 

facturing Labora- facturing Labora- Bristol- 
cor- tories Myers Co. cor- tories Myers Co. 

porations porations 


1952...... 


6.4 
6.9 


Source: All manufacturing corporations—FTC-SEC Quarterly Financial Reports for Manufacturing 
Corporations. 


Dr. Bowman. And exhibit 9-A, which comprises pages 52 and 


53 


Senator Keravuver. That will be committee exhibit No. 65. 
(Exhibit No. 65 is as follows :) 
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EXHIBIT IX A 
RATE OF RETURN (AFTER TAXES) ON NET WORTH 
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Table supporting exhibit IX-A: Rate of return (after tares) on net worth, 
1952-59 


[Percent] 






All manu- 







Bristol All manu- Bristol 
Year facturing Labora- Bristol- Year facturing Labora- Bristol- 
corpo- tories Myers Co, corpo- tories Myers Co. 
rations rations 





1 Estimate. 





Source: All manufacturing corporations, FTC-SEC quarterly financial reports for manufacturing 
corporations, 





























Dr. Bowman. Show that our profits have been reasonable in rela- 
tion to those of all manufacturing companies during this period, and 
the period here is 1952 to 1959, even when such factors as high 
investment, rapid product obsolescence, and high risk are not taken 
into account. 

Tf you will look at page 50, you will see our rather irregular curve, 
a solid line superim osed on the two dotted lines, the “second one 
being Bristol-Myers Co. as a whole, the third being all manufacturing 
companies. 

Now the percentages over this period for these are: 

sristol Laboratories, 4.9 percent for the period; Bristol-Myers Co. 
as a whole, 5.8 percent for the period; and all manufacturing com- 
panies, 4.7 percent. 

1f you will turn to page 52, the chart there expresses the same type 
of thing, return on net worth. And there you will see again the 
solid line is Bristol Laboratories, the two dotted lines Bristol- Myers 
and all manufacturing companies. Bristol-Myers shows a return as 
a whole of 11.5 5 percent for the period, Bristol Laboratories an average 
return of 6.6 percent for the period, and all manufacturing companies 
an average of 10.7 percent for the period. 

Senator Krravver. Did you want that to be a committee exhibit? 

Dr. Bowman. I think that was, wasn’t it ? 

Mr. Dixon. It was. It is exhibit 65. 

Dr. Bowman. In summary, [ have tried to present to this committee 
some of the major chapters in the life story of the youngest and 
smallest ethical drug company which is concerned primarily with 
antibiotics. Much of this story is being told to the public for the 
first time. It has not been an easy story | ‘to tell. Some of the figures 
are not very flattering and some of the memories are painful, but it 
is a story that needs ‘telling if this committee and the public are to 
understand this industry. ‘For indeed, the same factors which have 
in the past affected and which continue to affect Bristol Laboratories 
so dramatically also affect every other drug company in varying 
degrees. 

Our story, I think, shows that the drug industry is a dynamic, 
competitive industry—not relatively static as monopolies tend to be; 
it is growing and changing rapidly ‘and it is possible for a small com- 
pany to enter. And I might say that that is one of the bases of 
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judging monopoly—as to whether other companies, new companies, 
can enter—and survive with effort, ingenuity, and, I might add, a lot 
of luck, in this industry. 

Such a company must be prepared to spend at least 9 percent of 
sales on research in our opinion. It would be folly to spend less than 
the industry average. In our case we have averaged 12 percent, and 
during our corporate lifetime, have put almost $2 into research for 
every dollar we have realized in profit. 

I want to repeat that statement because I think we are probably 
the only company in the country that can make it. We have put $2 
into research for every dollar we have realized in profits. 

Second, the research must be effective and it must be possible to 
protect the fruits of that research by patents and trademarks. Other- 
wise, the larger, better established companies can take better advan- 
tage of the discoveries in the marketplace and grow bigger while the 
small company’s growth is stunted and eventually it will fail or at 
least stagnate. 

As to the future, we intend to continue our search for better tetra- 
cycline products and for new and better drugs in general. We are 
still a small company and we need to grow. We are too dependent 
on tetracycline. We are convinced that our growth will continue to 
come out of our research and that the same discoveries which will 
help make Bristol Laboratories a healthier and better-balanced com- 
pany will bring even greater benefits to mankind. 

Senator Kerauver. Thank you very much, Dr. Bowman. 

Dr. Bowman, I want to make one thing clear in connection with 
a matter I mentioned a little while ago. 

You had started to make some criticism of the Italian drug indus- 
try. I think a fair statement of the ground rules we ought to follow 
would be this. So far as concerns the Italian Government, or people, 
or scientists, we don’t want to create bad feelings by using this hear- 
ing as a forum for anything disparaging. If there is any criticism 
of any particular Italian company doing business in the United States, 
then it is quite able to come and defend itself. I want to make that 
clear to you, so if you were about to talk about any particular com- 
pany, you may doso. But I don’t want to get into the matter of the 
government, or people, or the scientists of a friendly ally. 

Dr. Bowman. I had no intention of talking about anyone in par- 
ticular. I just stated the fact that no drug developments had come 
out of Italy, and they didn’t have a patent system. These are just 
two facts. That is all I meant to state. I didn’t want to cast any 
disparagement either on the scientists or on the firms. 

Senator Keravuver. I understand. I just wanted to make this clear. 

We thank you very much, sir, for a carefully prepared statement, 
and an informative statement. 

I want to say first that I want to compliment you upon the research 
that your company has done, and to say that our figures show about 
the same picture as you have. I think it might be of interest to recite 
some of the amounts spent by other companies compared to your 
company. On the 1958 figurse for the 20 major drug companies, 
American Cyanamid spent 6.4 percent. 

Dr. Bowman. May I ask if they are overall Cyanamid or just the 
drug part ? 








13860 ADMINISTERED PRICES 





Senator Krravver. This is the drug division, Lederle Laboratories, 
Dr. Bowman. Yes, sir. 
Senator Krravver. Bristol Laboratories, 13.7 percent. This was 
the highest for 1958, except for Ciba. Ciba claimed 13.9 percent, but 
upon interrogation we found that some 3 or 4 percent was spent in 
Switzerland, and that they were claiming this research that was done 
in Switzerland. So their figure actually came down to about 10 
percent in the United States. 

Dr. Bowman. We don’t have any in Switzerland. We don’t have 
any outside of the United States. 

Senator Krravver. Carter, 2.7 percent; Smith Kline & French, 
8.9 percent. For the 20 drug companies, on the average for 1958, 6.4 
percent, which I think was reduced to 6.3 percent when we added two 
more companies. 

Among the antibiotic producers, Pfizer, 4.9 percent; Parke, Davis, 
4.8 percent. 

One thing I would like to clarify, while we are on the subject, in 
connection with your research. I believe on page 36—— 

Dr. Bowman. I might say we would be very happy to reduce our 
percentage—we were not boasting about it—if we could do it by means 
of increasing our sales, not by reducing the actual expenditures, 

Senator Kerauver. Your figure on the table, page 36, for 1958, 
research and development, 16.3 percent, is higher than the figure that 
we have for that same year, based upon your submission to us. 

Dr. Bowman. Do we have a mistake here? It is quite possible 
there might be an error. 

Senator Kerauver. The other figure is 13.7 percent. Dr. Browne 
says that you used sales alone, while he included other income along 
with sales, income from royalties, for example, which accounts for the 
difference. 

Dr. Bowman. Yes; well, that would change the picture. 

Senator Keracuver. The 16.1 percent for 1959—you say research and 
development. What is that development you are talking about ? 

Dr. Bowman. I beg your pardon. 

Senator Krerauver. Everybody else has used the term “research,” 
but you say “research and development.” 

Dr. Bowman. Well, this is a question of how you classify research. 
Generally, when someone says research, they include in it things that 
we call development, too. These are the experimental pilot plant 
operations that we have, which are absolutely essential to the develop- 
ment of drugs. They are experimental units which are used to help 
get larger quantities to work with in research, and to work out the 
problems of producing research material. 

We have another kind of development, too, which we separate out, 
which we call product development. A lot of people just lump this in 
without special mention, but with us it is quite an active and vigorous 
part of our research activity. It is the type of thing that I mentioned, 
the type of work that leads to a Flo-cillin 96, a better pediatric 
product, a more stable form, this sort of work. 

Senator Kreravver. But does development include any of the cost 
of getting the product to the market? 

Dr. Bowman. No. Well, only to the extent that any research does. 
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Senator Kuravuver. On page 29 you made quite a point that you had 
put $2 into research for every dollar you realized in profit. This is 
commendable, and I compliment you upon it. But it has paid off; 
has it not ? 

Dr. Bowman. Well, we have been able to stay in business. 

Senator Kerauver. The lesson is if you 

Dr. Bowman. We have been able to stay in business. 

Senator Keravver. The lesson is that you were not doing very well 
until you started considerable research, and you have done better since. 

Research does actually pay off. 

Dr. Bowman. Yes, sir; it does. 

Senator Keravuver. In profits. 

Dr. Bowman. They have been modest profits for us. They have 
been profits. 

Senator Kerauver. Yes; I think we can say again that your profits 
have not been as high as some of the others. 

Your company has submitted the amount you spent for research in 
1958—research and development expenses, $3,130,000, and other 
research. 

Dr. Bowman. Are you reading our figures, sir? I am not clear 
about it. 

Senator Keravuver. Yes, sir. Excuse me, I am sorry. Dr. Browne 
says that research in 1958, according to your figure, was $3,130,000. 
That is what you have on page 36 of your statement today. 

Dr. Bowman. It is the same figure that we reported on the graph 
on page 36 of our statement. 

lomin Kerauver. You increased this amount by a little more than 
a million dollars for 1959. 

Dr. Bowman. That is correct. 

Senator Kerauver. Incidentally, while you are a substantial com- 
pany, you are, as you said, smaller than some of the others. Do you 
do busines in many other countries ? 

Dr. Bowman. Oh, we have a small foreign operation that is not 
substantial. 

Senator Krerauver. What other countries do you do business in? 

Dr. Bowman. Well, we do business in Brazil, in several of the 
South American countries, Peru, Colombia. In Canada. We just 
started to do business—I don’t know that you can say we are doing 
business there yet, really, in Mexico, Panama, Peru, and South Africa, 

Senator Kerauver. Are you building plants in those countries? 

Dr. Bowman. No, actually we are not. We have a fermentation 
plant in Brazil, a small one, but we do not have a plant in the sense 
that it is a basic producing plant in any of the other countries. We 
have some finishing operations, very rudimentary operations in South 
Africa. I do not believe we have any yet in Colombia, but we will 
probably have to because the Government there I don’t believe will 
permit imports of finished drugs in the future. 

Senator Kerauver. Is your foreign business profitable ? 

Dr. Bowman. Well, let us take the largest country, the largest op- 
eration in Brazil, that is our biggest operation. That is where we 
have our basic plant. The accounting problems are difficult because 
of the exchange rates, but in terms of reasonable exchange rates and 
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converting to dollars, we lost money in Brazil in the last 3 years. We 
lost money in Brazil in the last 3 years on a dollar basis. 

Senator Krerauver. We had quite a discussion yesterday with Dr. 
Malcolm of American Cyanamid with reference to how much the 
company spent on informing doctors, on mail advertisements, promo- 
tion, and so forth. We have the submission you gave us for the year 
1958—salesmen and detailmen’s compensation expenses, $2,654,000. 

Dr. Bowman. That is for the sales force; yes. 

Senator Keravver. Is that for your 130 detailmen ? 

Dr. Bowman. Yes. 

Actually, the figure may be slightly—this is 1958. 

Senator Kerauver. 1958? 

Dr. Bowman. Yes; that is correct, 130 detailmen. 

Senator Keravver. It will probably be a little more than that now. 

Dr. Bowman. Itis alittle more than that; yes. 

Senator Kerauver. Then you have listed other selling expenses, 
$1,208,000. What is that? 

Dr. Bowman. I am going to ask Mr. Weeden, if I may, to speak to 
this, since he prepared the figures. 

Senator Krerauver. Very well, Mr. Weeden. 

Mr. Weepen. This is not our classification. This is what creates 
the problem to me because we do not normally break it down this way 
in our figures. 

Senator Keravver. Just give us your breakdown, then. 

Mr. Weepen. I beg your pardon? 

Senator Kerauver. Give it to us as to how you have it broken down. 

Mr. Weepen. The first item No. 9 on your form asked for sales- 
men’s and detailmen’s compensation and expenses. That is the 
$2,654,000 figure. Now, other selling expenses would include the cost 
of operating or selling and distribution setup, that would be our 
branch warehouses, our shipping operation, our billing operations and 
so on. It would also include materials used by the sales force, the 
training program of the sales force, things that are not paid to the 
salesmen directly. That was our interpretation of what you were 
looking for in the way you broke out this question. 

Senator Kreravuver. Then you have listed samples, $698,000; direct 
mail, $738,000; periodicals, including journals, $1,872,000; other sales 
promotion, $146,000; and advertising administration, $55,000. 

Mr. WeeEpeN. Yes. 

Senator Keravver. Dr. Browne has calculated that your overall 
selling expense, which would include your detail men, your adver- 
tisements, and so forth, would be 32.3 percent of your sales dollar 
for 1958. Do you have it broken down percentagewise? 

Mr. Weeven. Yes, sir; Ido. I have a little different arrangement 
than you do, but the total I can check. 

Dr. Bowman. I wonder if I may introduce an exhibit here which 
I think you will find very interesting. 

Senator Keravuver. All right, sir, if you have it. 

Dr. Bowman. Yes; I have it handy here. 

Senator Krrauver. Let it be exhibit 66. 

(Exhibit No. 66 follows:) 
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Dr. Bowman. This exhibit shows for our domestic label tetracycline, 
our promotion expenses through from 1954 to 1959, and the sales that 
went for that period. 

Senator Keravver. This is the sales of tetracycline? 

Dr. Bowman. Under our label. This is in the United States. 

Senator Kreravuver. It does not include your bulk sales? 

Dr. Bowman. No, because to make a meaningful comparison here, 
you have to put the promotion against our label sales. 

Senator Krravuver. Your total sales in 1958 amounted to $19,- 
183,000 ? 

Mr. Weepen. Yes, sir. 

Senator Krerauver. Does that include your bulk sales, also? 

Mr. Weepen. Yes, sir. 

Senator Keravuver. That is the total sales of tetracycline and every- 
thing else? 

Mr. Weepen. All other products. 

Senator Krravuver. And then you have listed the cost of goods sold, 
$4,475,000. 

Mr. Wrepen. Yes, sir. 

Senator Krrauver. What are the other goods that you sell besides 
tetracycline? 

Dr. Bowman. I beg your pardon? I did not hear the question. 
The other products? 

Senator Kerauver. What are the other ethical drugs you sell be- 
sides tetracycline? 

Dr. Bowman. We have other antibiotics, kanamycin, we have syn- 
thetic penicillin. Would you like me to read off the products list 
here, a list of the products ? 

Senator Keravver. Do you havea list with the amount of the sales? 

Dr. Bowman. No; we do not have the amounts of the sales listed 
against here. We did not prepare an exhibit on those. 

Senator Kerauver. Just make that as an exhibit. 

Dr. Bowman. Thisis actually a price list but it lists all our products. 

Senator Kerauver. How many of them are there? 

Dr. Bowman. There are roughly here about 

Senator Kerauver. Can we make that an exhibit? 

Dr. Bowman. Yes. 

Senator Krravuver. Just make that exhibit 67. 

(Exhibit No. 67 may be found on p. 15306.) 

Mr. Ciarx. Senator, this is the only copy of this price list we have 
with us. 

We do not know if you are going to get to prices later but would it 
be all right if we retained it for the purpose of using it in case the ques- 
tion comes up and leave it with you or send down for another one. 

Senator Kerauver. You can make a photostat of it, but may I see 
it a second ? 

Mr. Cuark. Yes, sir. 

Senator Kerauver. You say on page 30 of your statement that you 
have become too dependent on tetracycline. 

There seems to be several copies of this price list. 

Dr. Bowman. I think you will find they are different schedules, sir. 
Senator Keravver. All right. 
What percentage of your sales are tetracycline? 
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Dr. Bowman. That is a figure that I would rather not reveal, sir. 
It is a business secret that we do not like to specify exactly. I will say 
in general it is between 50 and 75 percent. 

enator Kerauver. If you think you would rather not reveal the 
exact percentage, could you give us the range? 

Dr. Bowman. Fifty to seventy-five percent, in that range. 

Senator Keravuver. Could you give us a more detailed range? 

Dr. Bowman. I would rather not. 

Senator Keravver. In other words, 50 to 75 percent—— 

Dr. Bowman. Yes. 

Senator Keravver. Of all sales is tetracycline? 

Dr. Bowman. That is correct. 

Senator Kerauver. Would that be true in the year 1958, do you 
think ? 

Dr. Bowman. Yes. 

Senator Kerauver. What is your next biggest seller? 

Dr. Bowman. In which year, sir? 

Senator Keravuver. 1958 or 1959. 

Dr. Bowman. Well, it is a little hard for me to give you that figure 
without having the actual sales figures in front of me. I do not want 
to give you inaccuracies here if I can avoid it. 

Mr. Weeven. Without studying this Kanamycin would have been 
the second. 

Senator Kerauver. Off the record. 

(Discussion off the record.) 

Senator Kerauver. Do you generally make a profit on all of these 
other drugs that you sell if you lump them all together outside of 
tetracycline? 

Dr. Bowman. If we lump all our drugs together, including tetra- 
cycline, we have shown a modest profit most of the time. 

Senator Keravuver. What if you take your drugs outside of tetra- 
cycline and lump them together, would they show a profit ? 

Dr. Bowman. We have never done that. We don’t normally keep 
that type of a record where we in our accounting procedure separate 
them out by classes that way, so I do not have any figures that I can 
refer to. 

Senator Keravver. All right. 

Senator Hruska, do you want to ask any questions ? 

Senator Hruska. Dr. Bowman, in this committee exhibit 66—— 

Dr. Bowman. Could you refer to my page number on that so I can 
look for it ? 

Senator Hruska. It is not a page number. It is the latest exhibit 
which you handed to the committee. 

Dr. Bowman. Oh, yes. 

Senator Hruska. The domestic labeled tetracycline sales compared 
to direct product promotion expenses on tetracycline. 

Dr. Bowman. Yes. 

Senator Hruska. How would you define or describe direct product 
promotion expenses as used on that chart ? 

Dr. Bowman. This includes advertising, that is journal advertising 
expenses. It includes direct mail, that is advertisements in forms that 
are sent out directly to the doctors, and samples used by the salesmen. 

Senator Hruska. Does it include the expense of detail men? 
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Dr. Bowman. No, it does not, because it was an attempt here on our 
part to see what the relationship was between advertising type of pro- 
motion and the effects of it, against a particular product. It 1s difficult 
to allocate salesmen’s expenses against particular products, because 
they detail all products, and itis hard todothat. This does not include 
the salesmen’s actual expenses. It is advertising, samples. 

Senator Hrusxa. So that the promotion expenses as designated on 
that chart are not the entire sales expense ? 

Dr. Bowman. That is correct. They are not the entire expense at 
all. 

Senator Kreravver. And this sales is not your entire sales. It does 
not include bulk sales, is that correct ? 

Dr. Bowman. That is correct. 

Senator Kerauver. Which you sell to Upjohn and Squibb. 

Dr. Bowman. That is right. 

Senator Hruska. Dr. Bowman, on page 26 of your statement you 
indicate that there have been no price increases in these products of 
yours since they were introduced. To what products do you refer? 

Dr. Bowman. These are our tetracycline products. On the exhibit 
which you now have showing the price list, they are all listed. 

Senator Hruska. Where does Flo-Cillin 96 come in in that regard? 
Would that be included in any price change over the years ? 

Dr. Bowman. No, it would not. This was referring simply to 
tetracycline products. 

Senator Hruska. What about Tetrex ? 

Dr. Bowman. That is a tetracycline product. That is the tetra- 
cycline phosphate complex salt. 

Senator Hruska. In that instance you refer to Tetrex as being a de- 
velopment which has marked advantages and much greater benefits 
in a single dose than its predecessor; that is the drug that was used 
before. 

Dr. Bowman. That is correct. 

Senator Hruska. My question is this: What difference in price was 
there between Tetrex and its predecessor ? 

Dr. Bowman. None. 

Senator Hruska. Could it be insofar as the effectiveness is con- 
cerned and value is concerned to the ultimate consumer—could that 
be logically and practically called a price reduction ? 

Dr. Bowman. Yes, I think you could. We gave the patient a better 
product for the same price. 

Effectively, he is getting a better bargain. 

Senator Hruska. Now, in the case of Flo-Cillin 96, what about the 
comparative price of its immediate predecessor, the product which it 
displaced? Was there any difference in the sale price on those prod- 
ucts? 

Dr. Bowman. Actually, that product is so old that I cannot give 
you those figures. I do not have them. And the prices during that 
period were changing so rapidly that it is rather difficult to have a 
meaningful comparison there. I regret that I do not have the in- 
formation here, but I can get that for you and supply it later if you 
wish. This goes back to 1948. 

Senator Hruska. I understand that, Doctor. What I am trying to 


develop is—you speak of competition, which is not competition of 
prices. 
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Dr. Bowman. Yes. 

Senator Hruska. You speak of competition of obsolescence. Obso- 
lescence means that something new has been invented or developed or 
produced which displaces something older. 

Now, to the extent that a penicillin product which is good for 3 or 
4 hours is displaced by something which will have its effective range 
for 4 days, there is a tremendous improvement in the product which 
the patient uses. If there is no substantial change in relative price 
in that dosage, it means a tremendous reduction in price, does it not? 

Dr. Bowman. That is correct. My problem with this is—and if 
you will refer to the chart on penicillin prices during 1948, you will 
see they were coming down so rapidly that I am sure this product was 
put out at a lower price than its predecessors, so it was even a greater 

argain. 

Senator Hruska. So the difference would be even more marked ? 

Dr. Bowman. That is correct. 

Senator Hruska. But the difference, after all, between a product 
which is displaced by another product, the time interval involved there 
is so small, is it not? After all, you use a certain product up until 
a certain day. Then on that day you bring out a new product with 
increased efficiency and efficacy. 

Now, the price differential in that small interval of time would not 
be too great, would it ? 

Dr. Bowman. No. 

Senator Hruska. But if anything, it would be a reduced price by 
reason of the constantly downward curve of penicillin prices gen- 
erally. 

Dr. Bowman. Yes. 

Senator Hruska. Would that same be true of other than penicillin 
products, in general? 

Dr. Bowman. Well to—you cannot generalize on that, I’m afraid. 

Senator Hruska. In penicillin you can, because of the constant 
downward curve of unit prices ? 

Dr. Bowman. Yes. 

Generally, I think that prices—you can say that prices have come 
down. But you have to pick a specific product, if you want to pin- 
point it to the extent that you give a better product, which accom- 
plishes more for the patient, the patient is getting a better bargain. 
And to the extent that even if the listed price does not come down, 
vour costs of materials and labor are going up, and your other costs are 
going up, effectively, he is getting a cheaper product, too. So you can 
say even if the published price stays the same over a period where 
costs are increasing, if you put out a new and improved product, 
you have effectively given the patient a better medication at a lower 
price. 

Senator Hruska. Thank you, Dr. Bowman. 

Dr. Bowman, one more question. What is the Bristol Laboratories’ 
percentage of the entire antibiotic sales of all companies? How much 
of the antibiotic market do you have in terms of percentage of sales? 
Have you any approximation in that regard ? 

Dr. Bowman. Well, I don’t have an accurate figure on that. 

Senator Hruska. Approximately. 
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Dr. Bowman. Are you referring now to sales under our own label, 
or do you include in that our bulk sales? Because this makes quite 
a difference in arriving at a figure. 

Senator Hruska. Your own label primarily. 

Senator Kerauver. We showed two charts the other day which 
show 5.2 percent, I believe, under your own label, and 36 percent un- 
der the bulk label. 

Mr. CrarK. I believe that is just tetracycline, Senator Kefauver, and 
I believe Senator Hruska’s question was releated to the entire anti- 
biotic market. 

Senator Hruska. That is right. 

Dr. Bowman. I think the figure would be less than 1 percent on 
the total. 

Senator Hrusxa. On the overall. 

Dr. Bowman. On the total, yes. 

Senator Hruska. And 5 percent on tetracycline, under your own 
label. 

Dr. Bowman. That is correct. 

Senator Hruska. And would this 1-percent figure be under your 
own labels ? 

Dr. Bowman. Well, actually that would be on our total sales, less 
than 1 percent. 

Senator Hruska. Including bulk sales. 

Dr. Bowman. Yes. 

Senator Hruska. Thank you, sir. 

Dr. Bowman. That is an estimate. 

Senator Keravver. I think Mr. Dixon has some questions. 

Mr. Drxon. Mr. Chairman, so that the witness will have this before 
him to think about during our noon recess, with your permission I 
would like to suggest that we make as exhibit 68 a memorandum from 
Dr. Blair.” There are also two charts. I would like to ask Dr. Blair 
to explain those two charts. We can make this memorandum, Mr. 
Chairman, exhibit 68. 

(Exhibit No. 68 may be found on p. 15301.) 

Senator Hruska. Mr. Chairman, may I ask, is this some of that 
material from the documents which are classified ? 

Mr. Drxon. I will answer it this way, Senator Hruska: Nothing in 
this memorandum has any bearing at all on any of the material which 
we subpenaed. 

Senator Hruska. That does not quite answer my question. Some 
of the material supplied, as I understand it, was material which was 
deemed confidential by the witnesses. They requested confidentialit 
for it. Whether it was produced pursuant to subpena or not I think 
is beside the point. 

Senator Kerauver. Let me explain. I believe this is correct: The 
chart that is now on the easel is all based upon material in the public 
record, and in the original submission of net sales by the Bristol 
Laboratories for 1958, which was submitted by all of the companies. 

Mr. Crarx. That is true, sir, but Senator Hruska is right. We 
contend that is confidential information that should not be disclosed. 
When we sent in the information on that form and indeed I think 
virtually everything we have submitted to this committee carried with 
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it the caveat that it might contain confidential information, and we 
would like to be heard on the subject before it is made peut 

Senator Kerauver. Let me say, sir, that the original documents as 
to the amount of goods sold, what you spent for samples, what you 
spent for detail men, which we have been talking about now, have 
been submitted by all of the companies, and all of them have been 
discussed here. We discussed this with you. There was no claim of 
confidentiality. This does not go into a breakdown of your costs. 
We try to respect your desire about submitting a breakdown of the 
exact labor, the exact this, that, and the other figures that went into 
the cost. Although we do not concede that that is a matter of legal 
right, just as a matter of practice we have not gone into it. We re- 
spected your wish not to have to testify about a breakdown of your 
costs. But we have the total costs of goods sold, which you submitted 
here, which is not broken down. We have net sales. We have your 
cost of detailing, of direct mail, of other things that we have talked 
about. So that when this was sent in, there was no claim of con- 
fidentiality. Indeed, if there had been, it could not have been 
sustained, because this is a matter of public interest. It is a matter 
of public importance for the committee to have the amount of your 
sales and such other information as is contained here. 

So these do not include any of the documents that you sent and for 
which you claimed confidentiality. We will get to some of them after 
a while, and talk with you about them then. 

Mr. Cuark. Well, I think the point I want to make, Senator—I was 
not clear when you first started to speak that you were referring to the 
overall costs of Bristol Laboratories, and not to specific product costs. 
And I take it that youare. I think I am still correct in saying that we 
have never waived the confidentiality of even that information, but I 
do not think we would object, since we already have discussed it with 
you here during the questioning—I do not think we are now in a posi- 
tion perhaps to claim it on that specific form. 

Dr. Bowman. Has this type of information been made available 
previously with other companies? 

Senator Kerauver. Every company. We have discussed identical 
material with every company that has been here, from this form, and 
there has never been any question raised by any of them about it. 

j Dr. Bowman. In other words, this material was all taken off of this 
orm. 

Mr. Drxon. Some of it. And the other material is taken from pub- 
lic documents. So it is something that is in the public domain right 
now. I think that my answer to Senator Hruska could be that I do 
not think we are going to violate anyone’s request for confidentiality. 
As to the basis for what Dr. Blair is going to explain here, as the chair- 
man has described previously, a great deal of it came from the form 1 
material, others came from information that is in the public domain, 
and in public documents now. 

Mr. Cuiark. Would there be any objection, Mr. Chairman, if Mr. 
Dixon told us what the other public documents were, just so there 
would be no difference of opinion as to whether they are public or not ? 

Mr. Drxon. I think Dr. Blair will describe those sources. I would 
hope you would take my word. I am not doubletalking. 
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Dr. Bowman. Well, as a matter of definition, would you class an 
in camera document as a public document ? 

Mr. Drxon. I am not talking about an in camera document, sir. 
There are in the present proceeding before the Federal Trade Com- 
mission many documents that are in the public record now that are 
not in camera. We may very well rely upon some of that information 
in what you are going to hear. 

Mr. Crark. Then I would like to make another objection, based not 
so much on confidentiality, but on fairplay, and justice, and I think 
sound legal grounds, that this committee should not enter into its 
record, or attempt to retry here, any portion of that Federal Trade 
Commission proceedings. That was a backbreaking proceeding. We 
had 11,400-some-odd pages of testimony, hundreds of exhibits, thou- 
sands of pages, over 60 witnesses, and I think it is highly irregular and 
improper to take a few of those documents and put them into this 
record here. We are really damned if we do and damned if we don’t. 
We are not in a position to try to put in here all the evidence we put 
in there, which might be relevant, and rebut any inferences anybody 
might choose to draw from these exhibits. 

We do not obviously want to be in a position of sitting here mute; 
if evidence that was adverse to us in that proceeding comes in here, 
we do not want to be in the position of trying to influence the hearing 
examiner who is deciding that case by taking positions here, retrying 
the issue here, and I just do not think that it is fair. 

We have had a backbreaking proceeding there. We are still writ- 
ing the brief on it. I should be back in my office doing that right now. 

To be confronted with that evidence here, portions of that evidence 
here, not the complete record—I just don’t think that is fair. 

Senator Keravver. For your information, Mr. Clark, this memo- 
randum was written before we even asked for any documents for 
which you claimed any confidentiality. 

As to our observation about the Federal Trade Commission and the 
fact that there is a trial going on or some matter has been submitted 
to the Federal Trade Commission in connection with the patent and 
whatnot, I have pointed out here before that this is a legislative com- 
mittee trying to find out what has happened in the matter of con- 
centration and monopoly, whether the laws are adequate, what public 
policies are involved and whether patent positions or monopoly posi- 
tions are being used to bring about unreasonably high prices, whether 
patent laws should be changed, or whether the Buy-American Act 
should be changed. 

If we had to wait for the conclusion of every issue and investiga- 
tion that is now pending before grand juries, the Federal Trade 
Commission or in the courts, we would just have to close up and go 
home. In practically every major line of industry—aluminun, 
cement, steel, electrical equipment, drugs, oil—there are either in- 
vestigations going on or grand jury operations going on or matters 
are before the Federal Trade Commission. 

Therefore, we would just go out of business if we had to wait until 
all of those are determined. We would have to legislate in a complete 
vacuum. 

We are not trying to, and we shall not endeavor to, try any cases 
that are before any court or before the Federal Trade Commission, 
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but I do think it is necessary that we get the facts upon which we can 
make determinations which are within the jurisdiction of this com- 
mittee, and in which the Congress is interested. 

I might say further that the only way that we can legislate is to 
have some record that everybody can read, the other Senators, the 
other Members of Congress, and the public, so that public opinion can 
be formed, so that Senators and Congressmen can make up their 
minds. 

With just six or seven members of this committee having informa- 
tion which we could not impart to somebody else, it would not do the 
legislative process very much good. 

Senator Hruska ? 

Senator Hruska. Will the chairman yield ? 

Senator Kerauver. Yes; indeed. 

Senator Hruska. Mr. Chairman, I want to say, personally speaking 
for myself, I am just as interested in achieving these legislative objec- 
tives as the chairman is, or any other members of the committee. 

The alternative, however, is not between not having any infor- 
mation and having it all. There is no necessity of saying, if we do 
not admit confidential documents, that we will have no evidence and 
that we will not have a capability of achieving our legislative 
objective. 

The fact is that if there is any possibility of harm to any witness 
and to his competitive position as against any of his competing com- 
panies, the evidence of that character can be considered effectively in 
executive session of this committee. 

Upon that analysis, upon that consideration, it will then be the 
basis for certain of our conclusions and observations which will be 
very useful to our colleagues and to everyone else. 

It is not a system, nor a method, nor a procedure, which is unknown 
to congressional operation. It is resorted to by many committees, 
and certainly, unless this is to be tried in headlines to the detriment 
of people who are trying to compete honestly and sincerely, it seems 
to me that serious consideration should be given to resorting to that 
type of treatment of this evidence here. 

Again, it is not a matter of trying to shut out this evidence. It 
it not a matter of trying to be partial in one way or the other. It 
would, however, be very helpful if we could discuss his entire subject 
of confidentiality in executive session of the committee, with a view 
of making a proper determination. 

My request here, and the request that was made on Tuesday of this 
week, was not for a barring of this testimony. It was simply the 
withholding of its use or its disclosure here until such time as we 
could make a judicious type of determination of that question, and 
I think that request should be considered, Mr. Chairman. 

Senator Kerauver. Senator Hruska, the same issue has been before 
this committee on many occasions, both in open session and in execu- 
tive session. It has been before other committees of the Senate. 

This meeting was called for the purpose of having a hearing, not in 
executive session. I did the best that I thought I could to apprise 
all members of the material that had been subpenaed and that had 
been requested to be kept confidential, to indicate what I thought fair 
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treatment would consist of, and we have letters back from every mem- 
ber of the committee. 

It is true that the committee divided 5 to 3 on the issue, but every 
member of the commitee has had an opportunity to consider the 
question. 

But, in any event, the information here is either from form 1 which 
every company has submitted and nobody has claimed confidentiality 
on it, and other information in the public domain. 

Senator Hruska. Mr. Chairman, isn’t it true that these charts that 
are about to be shown will make comparison with different companies 
in the same business? And isn’t it true that some of the cost material 
and analysis furnished by Bristol Laboratories, or the equivalent 
thereof, has not been produced by those companies with whom com- 
parison will be made? 

Senator Keravuver. There is no effort here in this chart to break 
down Bristol’s detailed costs. 

The material on the chart from Upjohn is from the public record 
in the Federal Trade Commission upon which no confidentiality has 
been claimed: it is a part of the public record of the hearing before 
the Federal Trade Commission. hee person off the street, any news- 
paperman, can go in and read all of the material and all of the rec- 
ord that is on this chart from Upjohn. 

Mr. Ciark. May I say just a word, Senator, because I think your 
last remark goes to the heart of my objection here. 

We have not the slightest objection if every man in the street, every 
citizen of the United States, goes and reads that entire record, because 
we are convinced that on the basis of that entire Federal Trade Com- 
mission record you could not come out with the slightest doubt that 
everything Bristol did, it did independently and fought its way into 
this business and competed with every useful tool it could find. 

But you are not doing that. You are picking an exhibit which was 
put in there for a purpose, because the Government thought it proved 
something and it is coming out now in some transmogrified form here, 
presumably because perhaps you or your staff thinks it proves some- 
thing. 

Now, for us to try to go back and put in, in your record, everything 
we had to put into the Federal Trade Commission record, is an im- 
possible task, and you have already said you do not want to do that; 
you do not want to retry the question. 

I just do not see how you can say, on the one hand, you do not want 
to retry it, and then pick up an exhibit from that record and put it 
into this record. 

I think it leaves us at a great disadvantage, sir. 

Senator Keravuver. The matter that this committee is considering 
is quite different from the one that the Federal Trade Commission is 
considering. 

The Congress and the people are certainly entitled to informa- 
tion. That is our way of legislating. 

Mr. Ciark. You are entitled to the entire record, sir, there is no 
question about that, of the Federal Trade Commission proceeding. 

Senator Kerauver. So long as the record is factual and based upon 
some kind of conclusions, I think that we have to do the best we can. 
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Senator Hruska. Mr. Chairman, may I make this suggestion? It 
is about time for adjourning. Could we meet in executive session 
here and have a brief explanation of these documents by Dr. Blair? 

We may be talking about something which is quite moot. My mind 
is open on it, and I certainly would not interpose objection if the con- 
fidential documents to which reference has been made are not the 
basis for any of these exhibits which he wishes to bring forth. We 
may not be arguing about anything at all. 

Senator Kerauver. Senator Hruska, take my word for it, the chart 
that is to be explained at this time is not based upon any record on 
which anybody is claiming confidentiality. 

Senator Hruska. I will be glad to defer to the chairman’s judg- 
ment on that, but I personally cannot see the difference between getting 
the document at 1:45 p.m., and at 2 p.m., on the same afternoon. 

Of course, if the chairman does not wish to extend that courtesy 
and that way of expediting things, then that is his prerogative. 

Senator Keravuver. I have no objection to recessing shortly. The 
document has already been made a part of the record. I thought the 
witness would have an opportunity of studying it and listening to the 
explanation so that he could present any comment after the noon re- 
cess that he wanted to. 

Mr. Cuarx. We would be glad to study a copy. 

Senator Keravuver. All right, let’s present the document and you 
can have time to study it and make any explanation you want to. 

Senator Hruska. Let the record show that the Senator from Ne- 
braska reserves the right to object, and that objection was made, until 
such time as further explanation of the document is made. 

Senator Keravver. Very well. 

Dr. Buatr. Mr. Chairman, this chart is labeled “Tetracycline Cap- 
sules, Price to Druggists and Estimated Production Costs, 1958, 100 
Capsules, 250 mgm.” 

The bar at the left shows our estimate of the production costs for 
Upjohn. The bar at the right shows our estimate for Bristol. 

Making up the method of estimation for Bristol first, Bristol Labo- 
ratories submitted to the subcommittee a report in its form 1 showin 
the cost of goods sold at $4,475,000. This figure relates to the tota 
activities of Bristol Laboratories and not merely to its cost of goods 
sold for tetracycline alone. 

The cost of goods sold consists of —— 

Senator Kreravuver. Let’s get that clear. You mean this is the cost 
of all the ethical drugs that are sold ? 

Dr. Buatr. That is right, sir. The cost of goods sold is made up 
entirely of the item “Production costs.” 

Under accepted accounting methods, the following items are among 
those which would normally be included in cost of goods sold: First, 
purchases of materials and supplies, including bulk drugs, binder or 
filter materials, capsules, vials, bottles, packaging, and so forth. Sec- 
ond, production and packaging labor, including supervisory and plant 
administrative personnel. 

Third, overhead, including utilities, depreciation on plant and 
equipment, assay and quality control costs, payroll and property costs, 
and any other items allocable to the production process. Expenses 








13874 ADMINISTERED PRICES 





which are not properly considered production costs, but which are in- 

stead charged against gross margin between production costs and net 
sales include selling and advertising costs, research and developing 
expense, and general administrative expense. 

In other words, the gross margin shown on the chart is made up 
primarily of selling and administrative expense, general overhead ex- 
pense, research, and, of course, profit. 

Again, as in the presentation of this same type of chart on earlier 
occasions, we wish to emphasize that the total margin by no means 
represents profit alone. 

Senator Krravuver. This does not represent advertising, selling, de- 
tailing, research, taxes, dividends ? 

Dr. Buatr. They are not part of production costs, the lower part of 
the bar. They are included in the gross margin above the production 
costs. 

Now, Bristol Laboratories, on form 2 of the schedule, reported 
production of 47,500,000 grams of tetracycline in 1958. What we have 
done here is to arrive at a conservative or maximum estimate of the 
production costs of tetracycline by dividing the quantity of tetra- 
cycline produced, that is, the denominator, into the cost of goods 
sold for Bristol Laboratories as a whole, which is the numerator. 

Such a procedure results—— 

Senator Kerauver. Let’s get that straight. In other words, you 
have divided 

Dr. Buatr. We have divided 47,500,000 grams, into $4,475,000. 

Now, this results in a maximum unit production cost figure for 
tetracycline, since it assumes that the company paid nothing for its 
substantial purchases of bulk drugs, such as dihydrostreptomycin, 
that it costs nothing to produce Bristol’s own output of penicillin, 
and that its drug finishing and packaging operations were somehow 
performed on a free basis. It cannot be emphasized too strongly that 
the figure resulting from this division must overstate by a consider- 
able margin the true production cost of tetracycline since the figure 

includes (a) Bristol’s penicillin manufacturing cost, as well as the com- 
pany’s purchases from other firms of bulk drugs which have nothing 
to do with tetracycline production, and (6) all costs of finishing and 
packaging Bristol’s entire product. line, including the company’s own 
share of the market for finished tetracycline. 

In other words, this figure is a maximum estimate. 

Now, the figure arrived at by that division is 9.4 cents a gram, 
which is, in our calculation, the estimated cost of bulk tetracycline. 
The figure shown on the chart for the cost of bulk tetracycline, 
for Bristol, before packaging and finishing, as will be seen on the 
last. page of the memorandum, is $2.47 per bottle of 100 capsules. 

Then arises the question of the source of the figures for the cost 
of packaging: 

Senator Krravver. I see the royalty figure there. Is there any 
dispute about that ? 

Dr. Buiatr. I was going to come to that. The royalty is the royalty 
that Bristol pays to Pfizer. Tetracycline royalty obligations of Bris- 
tol, Upjohn, and Squibb to Pfizer amount to 3.5 percent of the net 
sales value of finished products. In return for a contract to serve as 
exclusive bulk supplier to Upjohn and Squibb, Bristol has agreed to 
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pay one-half of the tetracycline royalties due from those companies to 
Pfizer. The amount of the total royalties paid by Bristol, both for 
itself and on behalf of Squibb and Upjohn, amounts to $1.03 of this 
cost: estimate. 

That is our estimate of their royalty. 

Now, Mr. Chairman, the source of the packaging and finishing costs 
consists of data in the public record supplied by Upjohn Co. When 
cost data were secured by the Federal Trade Commission, in the 
course of its present case, one of the five sellers of tetracycline did 
not demand that its cost data be held confidential. That company 
was Upjohn. We have assumed here that Bristol’s packaging and 
finishing operations are no less efficient than those of Upjohn. 

Table 2, on page 6 of the memorandum, shows the cost of pack- 
aging and of finishing the various component elements. From the 
cost data of Upjohn, the cost of the capsules required per bottle of 
100 capsules is 16.9 cents, to which there is added another one-tenth 
of a cent for materials other than bulk powder. 

The next entry is production labor and overhead in the finishing 
operations, consisting of labor and overhead at 9.9 cents, the company 
assay at 0.7 of a cent, and the FDA assay at 2 cents, or a total of 12.6 
cents. 

Packaging materials are shown by the Upjohn cost data to be 6 
cents, and the labor and overhead involved in the packaging operation 
4.5 cents, making the total of 10.5 cents. 

To summarize, there is a figure of $2.47 representing a translation of 
the 9.4 cents per gram figure into the amount of tetracycline required 


for a bottle of 100 capsules of 250 milligrams each, including a 5-per- 
cent wastage allowance. To this there should be added 17 cents for 
capsules and other material, 13 cents for production labor and over- 
head, 11 cents for the various forms of | nye pe costs, which I have 


just described, and a royalty to Pfizer of $1.03, or a total cost of $3.91. 

Now, moving over to the bar at the left, representing Upjohn, I 
think I could save a little time by indicating that for all the costs, 
excluding the bulk material and the royalty to Pfizer, we have as- 
sumed the identical] costs that Upjohn itself set forth in the document 
to which I have previously referred. That is to say, its production 
labor and overhead, its packaging costs, and its capsules and other 
materials are the same as those that I have already indicated. 

Bristol, as is well known, is the supplier of Upjohn. The price at 
which Bristol supplies Upjohn with tetracycline amounts to $8.38 
per bottle of 100 capsules. This is tetracyclinephosphate complex, 
with activity equivalent to the 250-milligram tetracycline hydro- 
chloride, with again the 5-percent wastage allowance. 

Thus, Bristol’s unit production cost is $3.91. The product is sold, 
or has been sold, until perhaps this very recent price change to the 
druggist, at $30.60, leaving a margin to cover selling, advertising, gen- 
eral overhead, research, and profit, of $26.69. 

Upjohn’s unit production cost is $9.30, leaving a margin to cover the 
indirect expenses and profit of $21.30. 

Upjohn’s royalty figure is 51 cents. We have assumed the Bristol 
royalty at twice the Upjohn royalty, thus arriving at the royalty 
figure of $1.03 that I have previously described. 
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To repeat, sir, the source of the information for this chart consists, 
for the production side, of Bristol’s report of tetracycline production, 
im grams. For the dollar side, it consists of the cost of goods sold by 
Bristol Laboratories operations, as a whole, which gives the cost of bulk 
tetracycline; and the figures shown for the packaging and finishing 
operations are the costs contained in a document in the public record 
secured by the Federal Trade Commission from the Upjohn Co. 

Mr. Drxon. Dr. Blair, referring to page 8 in your memorandum, 
exhibit 68, at the bottom of that page you have listed estimated pro- 
duction cost exclusive of selling and distribution costs, the price, as 
you have described it for Bristol Laboratories, per capsule, is 3.9 cents. 

Dr. Buatr. Yes, sir. That is just another way of expressing the 
$3.91, which is in terms of 100. Per capsule, it would be, of course, 
3.9 cents. 

Mr. Drxon. And for Upjohn, 9.3 cents. 

Dr. Buatr. Right. 

Mr. Drxon. As was disclosed here yesterday, those capsules are 
sold to the druggist for 30.6 cents each, and to the consumer for 51 
cents, is that correct ? 

Dr. Buatr. That is correct. 

Mr. Drxon. Until, of course, the 15-percent price reduction to the 
druggist, which took place on August 1, or thereabouts, if that price 
reduction is being passed on to the consumer. 

Dr. Buatr. And, of course, to the extent that all druggists receive 
the price reduction. 

(A chart and accompanying table were introduced at this point as 
exhibit No. 69. A revised version of that chart will be found on p. 
13885. Thetable follows:) 


Tetracycline capsules—Price to druggists and estimated production costs, 100 
capsules, 250 mgs., 1958 
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Senator Kerauver. Upjohn’s tetracycline is purchased, I believe, 
from Bristol, is it not ? 


Dr. Buarr. That is correct, sir. 
Senator Keravuver. Does the record show the amount per kilogram ? 
Dr. Buarr. The price originally charged by Bristol to Upjohn 
started out at $1,000 per kilogram, dropped shortly thereafter to $500, 
then to $400, remained stable for some time at $350, and more recently 
: fell to the level of about $335 or $340. Now, I believe, it is around 
320. 


‘ Senetor Keravver. The cost here in Upjohn’s chart is based upon 
335 4 
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Dr. Buar. It is based upon the most recent figure we have which is 
$318. 

Senator Kreravver. $318 per kilogram ? 

Dr. Buatr. That is right, sir. 

Senator Keravuver. If you want to make any comment now or wait 
to study it until after lunch 

Bua. Incidentally, sir, those costs came from the Upjohn ma- 
terial. 

Senator Keravuver. They came from Upjohn’s public records ? 

Dr. Buatr. That is right, sir. 

Dr. Bowman. Yes, I would like to make some preliminary comments. 

Senator Kreravver. All right, sir. Then anything else you want to 
say after lunch, we will be glad to hear you. 

Dr. Bowman. The implication here, that is not correct, is that we 
get $30.60 for the product. 

Senator Keravuver. There is no implication. We have explained— 
and if we have not today, we have on previous occasions—that there 
has always been 1624 percent, plus 5 percent, plus, I believe, in some 
cases 2 percent, for cash discount, to the wholesaler. 

That was brought out very clearly yesterday. 

Dr. Bowman. As long as you don’t talk about our profit, because 
that depends on what we actually get. We do not get $30.60 for the 
capsule, just so everyone understands that. 

Our average price is much lower than that—$24. 

Mr. Cuumpris. $24, you say ? 

Dr. Bowman. Roughly. It is in that area. You see, most of our 
business is done through wholesalers, not direct to the retail druggist. 

Mr. Drxon. Are you talking, Doctor, about your recent 15-percent 
reduction ? 

Dr. Bowman. No. 

Mr. Dixon. You are talking about 

Dr. Bowman. Since this price was before, the other is for com- 
parison. 

Mr. Dixon. You are talking about the amount you would receive 
after the 1624, plus 5, plus possibly 2 percent, for cash discount, to 
the wholesaler ? 

Dr. Bowman. This isthe actual average. 

Senator Kerauver. We have explained this wholesale matter. Dr. 
Blair explained that his cost estimate did not include any kind of 
selling costs in which, of course, the wholesale costs would be included. 
It did not include detailing; it did not include research; it did not 
include advertising; it did not include profit; it did not include divi- 
dends or anything of that sort. 

All of those things are indirect costs, and come between the $3.91 
production cost and what used to be the $30.60 price to druggists. 

Senator Hruska. Mr. Chairman, may I ask Dr. Blair why, if the 
druggist gets those capsules for $24-plus, why it is that the $30.60 is 
used? It is kind of mysterious to me, and I think it is quite misleading 
to the general public. 

Dr. Buatr. Senator, I do not think Mr. Bowman was saying that 
the druggist, leaving aside the latest, still unsettled price reduction, 
was paying a price of $24. 
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I believe what he was saying was that Bristol itself does not net 
an average of $30.60 because some of its sales go to wholesalers—— 

Senator Hruska. And the bulk of them. 

Dr. Bratz. And some of them go to hospitals. 

Senator Hrusxa. But the bulk of them go to the wholesalers, Dr. 
Blair, according to Dr. Bowman. 

Dr. Bowman. That is correct. 

Senator Hruska. The very plain implication of this is that Bristol 
gets $30.60 for their pills, and, obviously, they do not. 

If this is a search for the truth, if this is a search for fairness, I still 
repeat the question : 


Vhy is that figure of $30.60 used instead of the money that Bristol 
actually gets? 


Mr. Drxon. Maybe I can help Dr. Blair out on that, Senator 
Hruska. 

We have been learning something as we have gone along here. Prior 
to this price decrease on August the 1st, perhaps it might have been so 
with respect to this drug company that they did not sell directly to 
any retail pharmacist. I do not know whether that is so or not. 

Mr. Weepen. That is not so, sir. 

Mr. Dixon. In other words, you did sell to retail pharmacists? 

Mr. WeepEN. Our sales to retail pharmacists were minimal. 

Mr. Dixon. But you sold to them? 

Mr. Weepen. Asa portion of our total sales. 

Mr. Dixon. Then I will ask you the question: 

When you sold to them prior to the recent 15-percent price decrease, 
did you not sell at $30.60 ? 

Mr. Weepen. The relevant point here is that these two companies 
that are in this chart do not have the same sales policies as to whom 
they sell at all, and you are comparing a company which sells pri- 
marily to retail pharmacists and presumably gets $30.60, to a com- 
pany who sells primarily to wholesalers and gets less than $25. 

Again, you compare unlike things and come out with that kind of 
a conclusion. 

Mr. Drxon. May I ask this question to clarify —— 

Senator Hruska. Mr. Chairman, let the witness complete his story. 
I think the witnesses on this side of the table have been testifying a 
great deal. 


Senator Keravver. All right, Mr. Weeden, you go ahead with any- 
thing else you have to say. 

Mr. Weepen. The only point is that there is a slightly more than 
$5 difference between those prices that are shown there, which has a 
great deal of effect on the conclusions one would draw from the chart. 

Dr. Briar. Mr. Chairman, I think the point must be stressed that 
whether the druggist buys from the wholesaler or directly from the 
company, the price to the druggist is the price shown here, $30.60. 

Now, the price to the consumer in the fair trade contracts, of course, 


is established by this company in fair trade contracts which it has 
with retailers—— 


Dr. Bowman. May I interrupt? 

We do not have any fair trade contracts. 
Dr. Brarr. You have, however, a suggested resale price. 
Dr. Bowman. We have no suggested sales price. 
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Dr. Buatr. You have a suggested resale price. 

Dr. Bowman. No, we have no suggested resale price. 

Dr. Buatr. No suggested ? 

Dr. Bowman. We have net schedules only. 

Mr. Drxon. May I ask Mr. Weeden a question, to which he did 
not complete the answer? He said the company made minimal 
sales 

Mr. WeepEN. Minimal. 

Mr. Dixon. Minimal sales to retail druggists. When you made 
those minimal sales to retail druggists prior to this recent decrease, 
did you get $30.60? 

Mr. WeeEpDEN. In some cases, yes; and in many cases, no. 

Mr. Drxon. In some, yes and many, no? 

Mr. Weepen. That is right. 

Senator Kerauver. Was that your established —— 

Dr. Bowman. If I may make a comment here—— 

Senator Kerauver. Let me ask you, Mr. Weeden, was that your 
established listed price to the retailer? I mean, according to the 
Green Book, or whatever the price catalog is called ? 

Mr. Dixon. The Blue Book. 

Senator Keravuver. The Blue Book. 

Mr. Weepen. $30.60 was our old price to the retail druggist in 
the Blue Book, yes. 

Senator Keravuver. But before the recent reduction ? 

Dr. Bowman. May I make a comment? 

Dr. Buatr. Mr. Chairman, I have not finished. 

Senator Keravver. All right. 

Dr. Bowman. I would just like to comment that this chart was not 
ut up, I don’t believe, to establish the price to the retail druggist. 
t was put up to try to show the profits that Bristol was making. 

Dr. Buarr. No, sir. 

Dr. Bowman. And if it is used, in fact, that way, no matter what 
purpose it was put up for, then it should be pointed out again that 
our price, the amount that we actually receive, is less than $25 for 
these; not $30.60. 

Senator Keravver. I thought it was explained pretty fully, and all 
of us have tried to emphasize, that selling costs are included in the 
margin, along with research, detailing, advertising, profit, taxes, or 
general administration expenses and so forth and so on. 

I thought we had tried to make that clear. 

Dr. Bowman. I would like to ask Mr. Weeden if, as a matter of 
normal accounting procedures, we consider, or anybody does, whole- 
salers as a selling cost ? 

Mr. Weepen. We do not. 

The point is: 

We consider the relevant figure here for any comparison of this 
sort to be the price we receive, our average price for this particular 
product, and if you were comparing two companies that had the 
same average price for that product, there might be some degree of 
relevance in this comparison. 

But this is not so. 

Mr. Cuvumeris. Then your gross margin would be about $20 instead 
of $26.69 ; is that correct ? 

Mr. Weerven. If you bought the other figures, yes, sir. 
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Mr. Kirrrie. I would like to just clarify this. Your major objec- 
tion is in the fact that gross margin here actually provides gross 
margin of two different industries. It provides gross margin of the 
manufacturer, which is you, and also gross margin of the wholesaler, 
with whom you are totally unrelated. 

Mr. WerEpDEN. We do not get his gross margin. We only get ours 
to pay our expenses with. 

Mr. Krrrrie. So, actually, the gross margin here describes two in- 
dependent industries. 

Mr. WEEDEN. Yes, sir. 

Mr. Kirrrie. The producer and the wholesaler, who are unrelated? 

Mr. Weepen. That is correct. 

Mr. Krrrrie. Thank you. 

Senator Kerauver. Why don’t you give us—or is this a trade secret; 
I don’t want to press you on it—what percentage you have been 
customarily selling directly to the druggist and what percentage you 
have been selling to the wholesaler, and maybe we can put that ex- 
planation right on the chart and alleviate any misunderstanding 
about it? 

Dr. Buatr. Mr. Chairman, if we had that, we could have a weighted 
average figure. In this drug industry, when trying to have a fairly 
uniform type of presentation for different companies following dif- 
ferent sales practices, it is extremely difficult to adopt one technique 
which will be always applicable to each individual company. It is 
the general practice of some companies to bypass wholesalers and sell 
directly to the retailers. It is the practice of others to rely principally 
upon wholesalers who, in turn, sell to retailers, and it is the policy of 
others to more or less split their business between direct sales and sales 
through wholesalers. 

What we have done here—— 

Senator Kerauver. Let me ask: Do you object to giving us the 
— on what you sell to retailers and what you sell to whole- 
salers ? 

Dr. Bowman. Well, we would rather not break that down. Of 
course, hospitals come in there, too. This discloses quite a bit of the 
details of our distribution pattern. But we can give you a fairly 
close approximation of what we actually get for this product from 
all sources. 

Senator Keravuver. If we cannot get a weighted figure, then, be- 
tween wholesalers and retailers, tell us what was actually sold to the 
druggist, and then we can add another bar on the chart, sold to whole- 
salers, whatever it might be, and then we can put gross margin if 
— to druggist, $26.69, and sold to wholesalers, whatever that might 

e. 

Dr. Bowman. We can just take the average price we get for the 
product, no matter where we sell it. 

Senator Kerauver. What was the average price you received ? 

Dr. Bowman. I say wecan supply you that figure. 

Dr. Buatr. That would of course have to be broken down between 
your bulk sales and 

Dr. Bowman. No, just for this type product, capsules. 

Dr. Buatr. No, between that portion of your tetracycline which 


you sell to Squibb and Upjohn as against that portion which you 
sell 
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Dr. Bowman. I am just talking about what we get for this prod- 
uct, under our own label. 

Senator Hruska. Mr. Chairman, I presume we are going to ad- 
journ shortly. I should just like to make this observation about that 
chart. There can be reams of narrative about it and printed pages 
by way of explanations if you want to. The plain fact is that any- 
body looking at that chart is impressed with the idea that Upjohn 
has a gross margin of $21.30 and Bristol has a gross margin of $26.69, 
and that is the gross impact, whichever way you want to slice it. 

Now, you can say that $30.60 is the cost to the druggist, and 51 
cents a pill is the cost to the consumer, if you want to, and you can 
break that column down any which way you want to by way of addi- 
tional explanation. The fact is that chart is misleading, it is dis- 
torted, and it is very unfair as an exhibit. 

I just want to register that objection to the chart on those grounds. 

Senator Kerauver. I want to say in answer to that that I do not 
think so—in the first place, it is quite obvious that the $3.91 must be 
conservative. 

Dr. Bowman. May I just put one point in there? 

Senator Keravuver. Just a moment. But anyway, regardless of the 
$3.91, of course—I say in my opinion the $3.91 is conservative, because 
that includes all of your sales. You said in the beginning that tetracy- 
cline amounted to 50 to 75 percent of your business. So apparently 
this includes from 25 to 50 percent of the business of other items 
which will sell—and which is included in the 4-million-plus figure— 
in order to arrive at $3.91. 

The other point is that if it is sold to druggists, prior to the recent 
reduction, at $30.60—we tried to cover everything that might other- 
wise be charged in our general statement that did not include selling 
expense, advertising, research, taxes, dividends, detailing, all of the 
other items that would go into getting the product to the druggist, 
of which certainly wholesaling would be one. So the chart is, with 
the explanation, I think, a fair presentation. 

If you have any other information, if you want to include the 
average price to hospitals, drugstores, and everybody else on the chart 
that is fine. If you want to put in a bar for the wholesaler, that is all 
right with me. Although I think it would be more meaningful of we 
knew the percentage that was sold through wholesalers, and the per- 
centage that was sold to retailers. 

Senator Hruska. Mr. Chairman, at this point perhaps this statistic 
would be of some interest. 

In 1958 the net earnings, based on sales, of the Bristol Laboratories, 
was 11.8 percent. That is overall, including the tetracycline, and 
everything. The corresponding figure of profit based on sales for 
Upjohn, as shown in the testimony of Dr. Upjohn, taken on December 
12, 1959, at page 8287 of our hearings, was not 11.8 percent, but it was 
13.7 percent. That statistic, it seems to me, would be of some interest, 
bearing on the validity of this chart, and the false impression which 
it seeks to create. 

Mr. Dixon. Mr. Chairman, may I make only onecomment? I think 
that the conservatism of the chart which Dr. Blair has just described 
will be borne out when we offer, after recess, the actual figures which 
we subpenaed from this company, and which they have asked be treated 
confidentially. If anyone thinks that that chart is misleading or un- 
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fair, I think that all he has to do is wait until these documents are 
offered in the record. 

Senator Hruska. Mr, Chairman, if it is the determination of this 
committee to use the actual figures, I see small point in using something 
which is in the form of a chart, which is composed of conjecture upon 
conjecture and assumption upon assumption, and which comes out 
with this kind of a result. 

I think we could have saved ourselves an hour and a half here 
and been further along in the procedure of this hearing. Now, it 
might have been prepared earlier. Maybe there was a determination 
to use it whether or not this other information of confidential nature 
was going to be used. But it seems to me if the committee has decided 
to use this confidential information notwithstanding, we have just 
wasted a lot of time. 

I should like to ask, Dr. Bowman, if you would be willing either 
now or at a later time, to give us your overall breakdown of that top 
column, which would take into consideration the research, general 
and administrative costs, the selling cost, and the taxes and net profit. 

Dr. Bowman. Yes, I would be happy to do that. In fact, we have 
made a rapid calculation here. Based on our actual profit received in 
that year, and figured back to capsules, a bottle of a hundred, we got 
$1.20, according to our rough calculation here, subject to check. 

But there is another point 

Mr. Cuumpris. $1.20? 

Dr. Bowman. That seems to be it. I would like to point out an- 
other inaccuracy in the chart. There was an inadvertent omission 
of royalty to Cyanamid. Iam sure they would object tothat. That 
amounts to $2.60 which should be included. We have to pay royalties 
both to Cyanamid and to Pfizer. So $2.60 should be added to your 
royalty figure. 

I am sorry—$2.60 is the total. 

Dr. Buatr. Instead of $1.03 ? 

Dr. Bowman. Yes. 

Dr. Buatr. That correction should be made, Mr. Chairman, because 
my information was that the royalties were $1.03, payable to Pfizer. 
The fact that you also paid a royalty to Cyanamid was not known 
to me. 

Senator Kerauver. What do you pay a royalty to Cyanamid for? 

Dr. Bowman. The Aureomycin patent, fermentation. 

Senator Kerauver. This deals only with tetracycline. 

Dr. Bowman. Well, the fermentation process—we do pay royalty 
on the tetracycline that we ferment. 

Mr. Dixon. You are paying a process royalty ? 

Dr. Bowman. That isright. It is a process. 

Mr. Drxon. You are paying a product royalty to Pfizer and a proc- 
ess royalty to American Cyanamid ? 

Dr. Bowman. That is correct. 

Senator Hruska. Dr. Bowman, on your form 1 you furnished cer- 
tain information as to your operations which have categories corre- 
sponding to some of the categories shown on the chart. I will read 
those figures to you, as taken from that form 1, and ask you if they are 
not substantially true. 

In 1958—it was for the year 1958—in form 1. The cost of the 
goods is 19.6; the cost of research, 13.7; general and administrative 
costs, 18 percent; selling costs, 32.3; taxes, 6.5, and net profit, 9.9. 
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Are those figures substantially correct ? 

Dr. Bowman. I am having trouble finding—are these taken from 
the form 1, because—— 

Senator Hruska. I was so informed. 

Dr. Bowman. There are no percentage figures on our form 1, there, 
and so I am having trouble finding it. 

Senator Hruska. They were projected as computed by the staff of 
the committee. If you would care to, you could recompute them, or 
make your own computation. But the staff of the committee has pre- 
pared these figures on the basis of form 1, and projected them into 
percentages on the basis of your gross figures in the form 1. So the 
profit was 9.9 percent of sales. And that is on the general categories— 
not on tetracycline, but on general. 

Dr. Bowman. That is right. 

Senator Hruska. Mr. Weeden, did you have further comment on 
this? 

Senator Keravver. Just a minute. If you want to check these 
against your figures, I wish you would do so. But Dr. Browne has 
prepared it, and I am sure they must be thoroughly accurate. 

Dr. Bowman. We will be glad to check them. 

Senator Kerauver. Any other comments? 

I wish over the noon hour you would consider the matter of whether 
we could get a weighted figure on retail-wholesale products. 

Dr. Bowman. I don’t know if we can or not. We have got quite a 
bit todo here. We will see what we can do. 

Senator Kerauver. We stand in recess until 2:45. 

Dr. Buatr. Mr. Chairman, may I just add one last footnote? Dr. 
Bowman stated that they have no suggested resale prices to the con- 
sumer. I just want to make the observation that those used in the 
chart are the figures contained in the Blue Book, and presumably the 
Blue Book did get them from your company. 

Dr. Bowman. I guess there is a problem of timing here, because 
at the time you took the figures out of the book for that period—we 
used to have, but we do not at the present time. 

Senator Kerauver. Well, then, that makes it clear. 

In 1958 you did have a suggested Blue Book price, but you do not 
have now? 

Dr. Bowman. That is correct. 

Senator Kerauver. Very well. 

We stand in recess. 

(Whereupon, at 1:30 p.m., the committee recessed, to reconvene at 
2:45 p.m., the same day.) 


AFTERNOON SESSION 


(Present: Senators Kefauver, Hart, and Hruska.) 

Senator Kerauver. The committee will come to order. 

Dr. Bowman, you and Mr. Weeden and Mr. Clark have, as I under- 
stand it, grouped all of your sales together, sales to retail pharmacists, 
sales to wholesalers, sales to hospitals, sales to Government. And you 
have balanced the price that you received for all of them together, is 
that correct ? 


Mr. Weepen. That is correct, for this product, and that average 
figure for all classes of trade. What we actually received is $25.27 
for a bottle of 100 capsules, Senator. 
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Senator Kerauver. All right. 

Mr. Weepen. That is our take. 

Senator Kerauver. Yes. 

The price to the druggist, $30.60, that is correct, and there is no dis- 
count on that, I don’t believe, with your company, is there? 

My understanding was—— 

Mr. WeepeN. Yes. 

Senator Keravuver. There is a wholesaler’s discount, but no discount 
on direct sales. 

Dr. Bowman. Cash discount. 

Senator Kerauver. Anyway, the price to the druggist was $30.60; 
the price to the wholesaler was something less; the price to the hos- 
pitals was something again; and the price to the Government was 
something else. And so you have averaged them all up and balanced 
them, is that correct ? 

Dr. Bowman. That is correct. 

Senator Keravuver. And that amounts to $25.27 ? 

Dr. Buarr. Yes, sir. 

Dr. Bowman. That is what we actually received. 

Senator Keravuver. All right. We will put that on the chart with 
the same emphasis as all others. 

Dr. Bowman. How, may I ask, are you labeling it? I cannot read 
it from here. 

Dr. Buatr. Mr. Chairman, I have used the term, and I am very open 
to any corrections, “$25.27 all buyers.” 

Dr. Bowman. I think that is average price received. 

Senator Keravver. All right. “Average price received from all 
buyers,” is that all right, then ? 

Dr. Bowman. OK. 

Senator Keravver. It had not come out, that I knew of, that you 
were paying a process royalty to American Cyanamid, and you have 
totaled your two royalties together: the 5 percent that you pay to 
Pfizer and 

Dr. Bowman. No. Five percent to Cyanamid. 

Senator Keravver. Five percent to Cyanamid ? 

Dr. Bowman. Right. 

Senator Keravver. And the 314 percent you pay to Pfizer. 

I understand the total of those is $2.15, is that correct ? 

Dr. Bowman. That is based on the $25.27 price which is what we 
actually receive. Our royalties are figured on our actual receipts. 

Senator Keravver. We will make that correction. How do you 
want it—“Royalties, $2.15,” is that correct ? 

Dr. Bowman. Yes. 

Dr. Buatr. That is now entered, sir: “Royalties, $2.15,” making 
the total production cost $5.03 for Bristol, but these royalties are, of 
course, paid to other producers of tetracycline. 

Senator Keravver. Is there any complaint or criticism of any other 
part of this chart, exhibit 69 ? 

Dr. Bowman. That would change the gross margin to $20.24. 

Dr. Buarr. That changes the gross margin to $20.24. 

Dr. Bowman. That iscorrect. 

Senator Keravver. Are there any other corrections to be suggested ? 

Dr. Bowman. There are no other corrections. 
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(The following chart incorporates the various revisions of the chart 
listed under exhibit No. 69 as indicated during the course of the pre- 
ceding testimony. The Upjohn Company was given the opportunity 
of commenting on the column relating to Upjohn, but did not elect to 


do so.) 
(REVISED) 


TETRACYCLINE CAPSULES 


PRICE TO DRUGGISTS AND EST. PRODUCTION COSTS, 1958 
100 Capsules, 250 mgm 


$30.60 >» = <- $30.60 


PRICETO FF 4 PRIGE TO 
oruGGISTS «= E- 2 1 DRUGGISTS 


——4-- $25.27 
AVERAGE PRICE 
BRISTOL 
RECEIVED FROM 
ALL BUYERS 


ROYALTY == prrpererereresernenrenrrr 


GUILETITUSUTIIELISTS, 


CAPSULES,-” [am 
FINISHING & 
PACKAGING 


$5.03 
TOTAL 


COST OF BULK «=f " oDuC 
TETRACYCLINE | inseseill cas z 
E Ctaraanetetspti teas —— CAPSULES, 


UPJOHN — BRISTOL 





13886 ADMINISTERED PRICES 


Senator Keravuver. The cost of production as calculated—I think 
we ought to restate it. I understand it was done by taking the cost of 
all the goods that were sold by you, whether tetracycline, penicillin, 
streptomycin, or anything else, which on your 1958 record showed to 
be $4,475,000. This includes the sale of all of your products, not just 
tetracycline. This assumes, though, that all of your sales were tetra- 
cyline, whereas you say that that was from 50 to 75 percent of your 
business. 

Dr. Bowman. That is correct. 

Senator Keravuver. That is correct. 

And then by dividing the total production of tetracycline of 
47,500,000, into $4,475,000, you come out with 9.4 centsa gram. Allow- 
ing for 5 percent wastage, it comes out to 26 grams times 9.4 cents 
equals $2.47. 

Then the other, do you have any comment about that ? 

Dr. Bowman. No, I have no comment. It is clear what you have 
done. 

Senator Keravver. All right. You make no complaint about it? 

Dr. Bowman. This is an assumption that you have made, an assump- 
tion in the way of calculating it. We are clear as to what the basis 1s. 

Senator Kerauver. Yes. 

Then the other is taking Upjohn’s public cost of testing, tableting, 
and bottling, and so forth, on the assumption that you are about equal 
in efficiency, which accounts for a very small part of the item, packag- 
ing, and finishing. 

Allright. Now, it is obvious that asto companies which do not have 
to pay a royalty, but receive a royalty, their cost of producing a 
product would be considerably less than yours? 

Dr. Bowman. I beg your pardon? I didn’t follow you, sir. 

Senator Keravver. I say: I take it that this is obvious, then, that 
companies that do not have to pay a royalty, but receive a royalty, 
could produce tetracycline very much more cheaply than you could? 

Dr. Bowman. I don’t—— 

Senator Kerauver. I don’t mean produce it. 

Dr. Bowman. It has been nothing to do with the production; no. 

Senator Keravuver. Anyway, their cost would be less by the amount 
of the royalty than those companies that would have to pay. On the 
other hand, they are receiving a royalty. 

Senator Hruska. Of course, Dr. Bowman, when you come into the 
situation of counting a royalty there, what the chairman is driving at 
would not quite be true unless we assume that you got the patent on 
which the royalty is receiving for nothing. 

I imagine it cost you something to get the patent by research and 
development. 

Dr. Bowman. Yes; it does. 

Senator Hruska. If you are getting the royalty —— 

Dr. Bowman. It is an offsetting cost to the cost of research and 
development on the royalty. 

Senator Krrauver. I say it is obvious that a company which does 
not have to pay the royalty would be saving $2.15, so that their over- 
all cost would be improved by that much; and, of course, if they were 
receiving a royalty, their income, wherever it might be put, would be 
increased by whatever the royalty was. 
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Dr. Bowman. They would not be paying a royalty, if they had the 
patent, naturally. 

Senator Keravver. That is right. 

Dr. Bowman. They would have had the costs of making the devel- 
opment. If they did not own the patent and were licensed under it, 
they would be paying for the privilege of having a license. 

Senator Kerauver. Over 40 percent of your production cost goes 
out in these two royalties, so they would be relieved of that. 

Dr. Bowman. That is based on your assumption as to production 
cost. Our royalties are actually $2.15 on the basis of what we receive. 

Senator Keravver. All right. 

Now, I think we ought to contact Dr. Upjohn—it is my impression 
that they sell almost exclusively to retailers—and see if there is any 
change to be made as far as they are concerned, who they sell to, their 
average sales, if they want it that way, and what kind of royalties 
they pay. 

Anything else you want tosay about the matter? 

Dr. Bowman. No;I think not. 

Senator Hruska. Dr. Bowman, just so we understand each other, 
with this recomputed gross margin being reduced from $25.27 to 
$20.24, we would all want to understand, would we not, that that 


$20.24 is composed of your research costs, your general administration, 
selling costs, taxes, and net profit ? 

Dr. Bowman. If any. 

Senator Hruska. Ifany. Sometimes a net loss, maybe ? 


Dr. Bowman. Yes. 

Senator Hruska. Attorney fees? 

Doctor, this morning I read the computed percentages on an over- 
all basis as applied by this chart, not limited to your percentages on 
tetracycline, but on your overall. Do you recall the exhibit to which 
that was attached, and the figures which I gave you ? 

Dr. Bowman. Yes; I have the exhibit here. I might say our figures 
= exactly coincide, and I wondered whether we might use our 

gures. 

Senator Hruska. Any comment you might have on those figures 
would be welcome at this time. 

Mr. Weepen. I would like to explain the difference. The difference 
is, I believe, because the subcommittee staff included our royalties as 
part of our salesincome. This made it appear that our income on sales 
was slightly less than it actually was, and that our expenses were a 
little bit different than they are. And I would correct this by reading 
these percentages. 

Sales expense, 22.9. 

Senator Hruska. What was that ? 

Mr. WerepeNn. Sales expense, 22.9 percent of sales; general admin- 
istration, 9.2 percent of sales; advertising expense, 15.5 percent of 
sales; research and development activities, 16.3 percent of sales; net 
other income, a credit of 7.3 percent of sales; other items, 0.4 
percent—giving us a total of 80.3 percent of sales before taxes, and 
11.8 percent of sales as a profit after taxes. These are for the year 
1958. The cost of goods would be included on their chart. The per- 
= would b 23.3, cost of goods, which is the item already included over 

ere. 
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Senator HrusKa. Can you give us the figure for the tax percentage? 
Mr. Werepen. The tax percentage in this particular year was 39.8 
percent of the profit before taxes. 

Senator Hruska. You don’t have any in terms of percentage of 
sales. If you do, I would like to have it. 

Mr. Weepen. Wecan figure it quickly. 

Senator Keravver. The thing is, they don’t add up to 100 percent. 

Mr. Weeven. The tax figure would be 7.8 percent of sales. 

Senator Hruska. And what would the cost of production be? 

Mr. Weeven. The cost of production was 23.3 percent of sales. 

Senator Keravuver. But how do you explain the difference between 
these figures taken from your records, and what you have given us? 

Mr. Weepen. There is no difference in the results, sir. But I be- 
lieve one of Dr. Blair’s staff explained—— 

Senator Keravuver. Dr. Browne. 

Mr. Werpen. Dr. Browne—excuse me. I believe Dr. Browne ex- 
plained that he included our royalty income in our sales figures for 
your purposes. 

Now, we, if you will recall, gave a figure which I said was a credit 
of 7.3 percent of sales for other income. That includes our royalty 
income on our figures. This is why the percentages do not jibe. The 
results in dollars do. 

Senator Kerauver. What is the net profit in percent of sales that 
you have? 

Mr. Wrepen. The net profit as a percent of sales for the year 1958 
was 11.8 percent. 

Senator Keravuver. That is almost 2 percent more than Dr. Browne’s 
figure. 

ie, Weepen. Yes, sir; I said that he gave us a break. 

Senator Krerauver. By the way, have you put into effect this 15- 
percent deduction ? 

Dr. Bowman. Yes; we have. 

Senator Kerauver. Have you put it into effect-—— 

Dr. Bowman. In a little different—when you say 15 percent reduc- 
tion I assume you refer to that in general terms. Actually, we don’t 
have a list price at this point with discount schedules. We have net 
prices. I think we gave you this morning a set of those. We have ac- 
tually four different schedules. 

Senator Kerauver. We just call it 15 percent reduction for the lack 
of a better term. But anyway, have you, following or going along 
with the other companies, made a reduction in some proportion to that? 

Dr. Bowman. Well, in the sense that we have met the lowest prices 
that any one of them, at any level, have set up. 

Senator Keravver. Is that insofar as the retailers and wholesalers 
are concerned ? 

Dr. Bowman. At every level of trade, we have matched the lowest 
prices that any of the firms have established. 

a Kerauver. Specifically, to wholesalers, have you given 
them a—— 

Dr. Bowman. We have matched the lowest wholesale price of our 

competitors. 


Senator Keravuver. What reduction did you give the wholesaler? 
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Dr. Bowman. Well, you see, you cannot really do it that way, be- 
cause it is a net schedule, but it works out to about—wait a minute, we 
can get you the exact figure. 

Senator Keravuver. Anyway—— 

Dr. Bowman. $24.22 was the old figure—— 

Mr. Weepen. Our old price was $24.22 for this product to the whole- 
saler. The new one is $21.85. 

Senator Kerauver. Then you have given the wholesaler the same 
break as you have given everyone else ? 

Mr. WEEDEN. Yes, sir. 

Senator Hruska. Can you tell us what that 7.3 percent of sales is 
for? 

Mr. Weepen. Yes, sir. And I think this is also important in 
explaining the differences in these percentages, Senator. 

The 7.3 percent that we show as a credit includes our income from 
royalties and other nonsales income items. 

Mr. Drxon. Mr. Chairman, before you leave that point, I under- 
stood you to say your net price on the Government bids for tetra- 
cycline—is that correct ? 

Dr. Bowman. I did not say anything about Government bids. I 
said at the ordinary levels of wholesale trade here. We have a price 
to Federal hospitals, institutions, and agencies, such as VA, and that 
sort of thing. 

Senator Keravuver. You have not reduced the price to them. 

Dr. Bowman. Yes. 

Mr. Weepen. In that case, our price was substantially below our 
wholesale price, and we had no change in that particular item which 
was being sold under contract. 

Mr. Dixon. Not the private hospitals. 

Mr. Weepen. The private hospital prices were reduced. 

Senator Keravuver. But I see here that your old price to the Gov- 
ernment was $17.60, which you and the others seem to have been 
bidding for some time, and you continue to have a price of $17.60 
for the Government; is that correct ? 

Mr. Weepen. That is correct. 

Mr. Drxon. They did not get any bid for $17.60 anywhere to 
MMSA, if that is what you are talking about. There is not a $17.60 
bid on exhibit 21. On tablets, at least. 

Mr. WeEepeEN. Sir, on the MMSA they submit request for formal 
quotations. The other Government agencies, individual installations, 
and so on, buy in single bottles—veterans hospitals, and soon. And 
there we have a regular catalog price, filed with the agency. 

Mr. Drxon. But we were not talking about MMSA. We were 
talking about governmental hospitals, such as VA, or State hospitals, 
or those in that class. 

Mr. WeepEN. Yes, sir. 

Senator Keravver. All right. 

Mr. Dixon. 

Mr. Dixon. Mr. Chairman, before we recessed, commenting on the 
chart that Dr. Blair offered, exhibit 69, I made the statement that I 
thought his figures were conservative. That statement was predi- 
cated upon the documents which we subpenaed from Bristol Labora- 
tories. I have selected four of those documents. One of those 
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documents, dated April 24, 1957, is from Morris S. Weeden to mem- 
bers of the management committee. The second document, dated 
May 7, 1957, is from E. C. Zimmerman to M. S. Weeden. A third 
document is dated May 17, 1955, from M. S. Weeden to Mr. 
Bowman. The fourth document, of December 26, 1957, is from C. H. 
Potter to a group listed below: Anderson, Ellefson, Harrell, Hallett, 
Reeve, Todt, Weeden, and White. 

Mr. Chairman, I suggest that these four documents be assigned the 
exhibit numbers 70, 71, 72, and 73. 

Mr. Bowman. Just a minute, before we assign numbers here. 

Mr. Drxon. May I make just this further statement about these 
documents. These documents, Mr. Chariman, disclose the actual 
costs for a bottle of 100 250-milligram capsules of Tetrex, manufac- 
tured by Bristol Laboratories. They also show the amount of profits 
on a bottle of capsules of this size at the druggist’s price level and the 
profit at the wholesale level. 

These documents also disclose the cost of Tetrex pediatric drops, 
which is, I understand, one of the trade names for tetracycline. They 
also disclose the cost of the ingredient tetracycline base as well as 
other costs. 

Senator Kerauver. Tetrex, as I understand it, is your trade name 
for tetracycline? 

Dr. Bowman. Tetracycline is the generic name. 

Senator Kerauver. Yes. 

Mr. Dixon. The third document that I have, Mr. Chairman, shows 
the price per kilogram of sales at all levels by Bristol Laboratories, or 
an estimate by Bristol Laboratories of those sales. 

The fourth document is the unit cost comparison for the month of 
November 1957 which discloses the average unit cost for a variety 
of tetracycline products. 

Mr. Chairman, I would also like to have marked as exhibit 75 

Senator Hruska. Reserving the right to object, Mr. Chairman. 

Senator Kreravuver. Suppose we get these controversial documents, 
without disclosing the information in them, before the committee. 
Then we will consider them all at the same time. 

Senator Hruska. It is well the chairman stated that. I did not 
want this matter to go by acquiescence that lack of objection would 
be so considered at this point. If he wants to complete the list and 
then we can address ourselves to the balance of it, that would be very 
agreeable with me. 

Senator Krerauver. Let’s complete the list. 

Mr. Criarx. Mr. Chairman, before Mr. Dixon goes on, could he give 
us the dates again on those first four? There is a little mixup and I 
only have three. 

Mr. Dixon. The first one is April 24, 1957. The second is May 7, 
1957. The third is dated May 17, 1955. The fourth is dated Decem- 
ber 26, 1957. 

I have another exhibit, Mr. Chairman, which discloses the profit 
and loss on a Government order which Bristol Laboratories was suc- 
cessful in obtaining. It discloses the amount of money that the 
Bristol Laboratories made on this Government contract. 

Senator Kerauver. What is the date of that? 
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Mr. Drxon. It is dated May 23, 1957. It is from M. S. Weeden to 
F. N. Schwartz. 

Senator Kerauver. Mr. Schwartz is the president of Bristol-Myers. 

As I understand it, Mr. Dixon, so I can get it clear, the first four 
exhibits that you have offered have all been supbenaed from Bristol 
Laboratories ? 

Mr. Dixon. Yes, and circulated to all members of the subcom- 
mittee. 

Senator Kerauver. They have been circulated to the members of the 
subcommittee, and they show the total amount of the production costs 
of a bottle of 100, 250-milligram capsules of tetracycline, which they 
sell under the trade name of Tetrex. Do they purport to break down 
the figure into costs of labor? 

Mr. Drxon. No, sir. 

Senator Keravver. Or the amount for raw materials? 

Mr. Dixon. Not on this first one; no, sir. The first does give, 
though, the actual gross profit on sales to druggists, as well as the 
profit on sales to wholesalers. 

Senator Hruska. With all costs taken out ? 

Mr. Drxon. Sir, the way they stated it 

Senator Krrauver. The way they state it, it is gross profit, which 
does not include, as I understand it—I saw something here about it—— 

Mr. Dixon. Based on this cost information. 

Senator Kerauver. It does not include research, advertising, de- 
tailing, taxes, profits, and what not. “Gross profit” seems to be a 
term used in the drug industry to represent the cost of production of 
the finished material. 

Mr. Drxon. The difference between production cost and selling 
price. 

Senator Krravver. The difference between the cost of production of 
the finished material and the selling price. Is that the term, “gross 
profits,” as you gentlemen use it ? 

Mr. Weepen. That is what it meant when used there. 

Senator Keravver. I have seen in these records gross profits re- 
ferred to time and time again, and it always is described as being the 
cost of the finished material ready to be sold. That is the difference 
between the price and the cost of the finished material ready to be 
sold without all of these other elements being taken into consideration. 

Mr. WreepeN. Without any of these expenses; yes, sir. 

Senator Hruska. Without any of the expenses? 

Mr. Wrepen. Without any of the expenses other than the produc- 
tion cost, as the Senator said. 

Dr. Buarr. Mr. Chairman, may I ask a question for clarification, 
then? It is roughly the equivalent of what we have portrayed on the 
chart under the heading of “Gross margin” ? 

Mr. Weepen. Except for the fact that on your chart you did at- 
tempt to include the royalty there. Even the royalty is not taken 
out of the figure that you are talking about now. 

Senator Kreravuver. If you eliminate royalties, would “gross profit” 
be the same as “gross margin” in the drug trade? 

Mr. Weepven. That is right. 

Senator Kerauver. Is that correct ? 
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Dr. Buatr. I might say, Mr. Chairman, the reason we used the 
term “margin” was to avoid any criticism that by the use of the term 
“gross profit” we were intending to imply that all of that margin 
represented profit. 

Senator Keravuver. I think everybody understands that it does not. 

Well, now, what do you gentlemen say ? 

Senator Hruska. May I ask, before we get to that, to which specific 
exhibit were you referring when you used this 

Mr. Drxon. This is the first exhibit, of April 24, 1957. 

Senator Kerauver. Do you gentlemen have copies of what we are 
referring to? 

Dr. Bowman. Yes, we do, sir. I would like to say by way of com- 
ment, if I may, that these documents are all in camera documents, 
part of the proceedings of the records filed in the FTC case, and when 
we were requested by subpena to supply these to your committee, it 
seemed like a rather strange request since they were involved in this 
other litigation. 

Mr. Clark assured me that—first, we asked that the subpena be 
withdrawn, and that was not done. 

Then we asked that in lieu of that, if these documents were sup- 
plied, that they would be reviewed; that their confidential status 
would be reviewed by the full committee, and only put in the record 
if the full committee voted to do so. 

It was on that basis that I authorized Mr. Clark to submit the 
documents. 

Now it appears that an attempt is being made to put these documents 
in the record, and that without the review of the full committee, with- 
out a vote being taken as to the propriety of doing this. 

I would like to give Mr. Clark a chance to comment, with your per- 
misison, because this puts him in a rather difficult position. 

Senator Keravuver. We will be glad to hear from you, Mr. Clark. 

Mr. Crarx. Thank you, sir. 

I was not here on Wednesday morning when I understand there was 
some colloquy about this subject. 

I am frank to say that although I have read the transcript of that 
morning hearing, and I recognize that there is a difference of view 
on the committee as to what the chairman’s letter to my law firm 
meant, we certainly took it to mean that there would be a meeting of 
the committee on this subject, and we were hopeful, indeed, that we 
would have an opportunity to be heard at that time, as we had re- 
quested in our original letter. 

So it was very shocking to me to find out, not only that an effort 
was being made to put these documents in the record without such a 
meeting, but that it was being made even in the absence of Bristol at 
these hearings. 

I am honest in saying that I do not think it is fair. I think advan- 
tage is being taken of us in obtaining from us documents which, so 
far as I know, have not been obtained from others, and I think it is 
particularly unfair when the documents, themselves, are exhibits in 
a proceeding in which we are fighting very hard against the adver- 
saries who have used these documents against us. 

I think it compounds the injury, so to speak. 











ADMINISTERED PRICES 13893 


Dr. Bowman will discuss the matter from the point of view of the 
injury, the injury to Bristol, from the point of view of disclosure of 
confidential information. 

But I have my own interest, as Bristol’s counsel in these other pro- 
ceedings, to see to it, as best I can, that our interests there are not 
prejudiced by the disclosure of documents which that independent 
Federal official, the hearing examiner, ruled was in the best interests 
not to have disclosed. 

I think, if I may, I would like to have Dr. Bowman comment on the 
confidentiality aspect from a business point of view of these documents, 
and then I would like to mention one or two new facts which I believe 
have come up since your colloquy here on Wednesday from a legal 
point of view. 

Mr. Dixon. Mr. Chairman—— 

Senator Kerauver. Let Dr. Bowman go ahead. 

Dr. Bowman. Well, it is very hard to assess the competitive dis- 
advantage that putting your costs out in public subjects you to, par- 
ticularly a small company such as we are, and in the competitive type 
of business that we are. 

I wouldn’t know how to assign any figure to it. I don’t think you 
could. But we feel very strongly that these costs should not be dis- 
cussed here. And, in fact, I would like to request that these docu- 
ments now be withdrawn, and not offered. 

Mr. Dixon. Are you through, sir? 

Mr. Crark. I would like to make another comment, and then I will 
be through, if I may. 

I said there were one or two things which I think are new facts, and 
Senator Carroll, I understand from the transcript, when he was here, 
said that he at least was holding his mind open to hear what new facts 
might be brought forth when the matter of the documents was con- 
sidered one by one. 

Now I mentioned this Federal Trade Commission proceeding sev- 
eral times. We are charged, with others, in that proceeding, of con- 
spiring to monopolize and fix tetracycline prices. The matter is sub 
judice right now, before the hearing examiner. 

I cannot help but feel, on the basis of these items which I am going 
to list, it is not lengthy—I cannot help but feel that we are being 
ganged up on in connection with that proceeding. 

Now the first fact is this: I understand that on the staff of this 
subcommittee there is a person who worked with the Federal Trade 
Commission in the preparation of that case. 

I understand further that in July of this year the chairman of the 
subcommittee wrote to the Chairman of the Federal Trade Commis- 
sion, asking for these in camera documents, and saying, among other 
things, that he had read the brief of our adversaries in that proceed- 
ing, and thought it was excellent, and that: 


It appears to be firmly based upon a large body of persuasive evidence. 
In commenting further on the in camera question, he said: 


I am confident that ultimately the Commission will reverse the hearing ex- 
aminer’s decisions which the record indicates were strongly objected to by the 
Commission’s trial counsel. 

Now I submit that if a Senator were to write to the Chairman of 
the Federal Trade Commission, having read Bristol’s brief, and say- 
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ing that they thought it was excellent, and appeared to be firmly 
based upon persuasive evidence, and that he was confident in this in 
camera matter the Commission would affirm the hearing examiner, 
that might be construed against us. 

Now I say further. 

Senator Kerauver. Let’s see the letter you are talking about. 

Mr. Crark. Yes, sir. This was a letter sent to counsel by—— 

Senator Kerauver. Let’s see it. 

Mr. Criark. Chairman Kintner, in connection with this proceed- 
ing— and I don’t know of my knowledge that it comes from you, sir, 
but I believe it bears your signature. 

Senator Kreravver. All right, proceed. 

Mr. Cuark. Now, sir, on Wednesday, in our absence, a memorandum 
was put in this record which stated, among other things, that docu- 
ments received from Bristol, in substance—I don’t have the quote in 
front of me—were the best evidence yet of a monopoly. 

Now we have sat here since that Wednesday morning, and heard 
one of the other respondents, Lederle, cross-examined on the basis of 
specific exhibits in that Federal Trade Commission proceeding. We 
sat here yesterday afternoon and heard, I might say, direct examina- 
tion, of Admiral Knickerbocker, about an incident that played a 
large role in that Federal Trade Commission proceeding. 

The most curious coincidence of all perhaps is that an exhibit put 
in this record, showing quantities of bids awarded by the MMSA, and 
purporting to draw conclusions from a coincidence of identity of 
quantities as to three of the respondents, that is exactly parallel to a 
contention made by counsel for the FTC in their brief, but in the in 
camera portion of their brief, a portion which nobody on this sub- 
committee or its staff should have access to. I am not suggesting 
that anybody can, but I say it is a coincidence. 

Now, further, as I said before, we had the assurance, I thought, 
that the full committee would pass on these documents, and apparently 
we were in the wrong, or minds were changed. 

I would like to say, finally, that we offered to this subcommittee, 
in our letter of last month, requesting the supena be withdrawn—we 
offered to this subcommittee a special cost study, prepared by Price 
Waterhouse & Co., showing complete costs for these products, item 
by item, bottle by bottle, and we received no expression whatsoever 
of interest from the subcommittee. 

We have had a ruling by our hearing examiner that these frag- 
mentary costs 

Mr. Drxon. Are you through, sir? 

Mr. Crark. No, I was waiting. 

Senator Kerauver. We are listening. 

Mr. Crark. Thank you, sir. 

The hearing examiner in the Federal] Trade Commission has ruled, 
I think correctly, that you can’t prove very much by fragmentary 
costs—you need total costs. And in that proceeding, we had Price 
Waterhouse, a well-known accounting firms, make a special cost study, 
of all the costs that go into these tetracycline products, line by line 
and bottle size by bottle size, and we offered that to this subcommittee, 
and we offered it also in the Federal Trade Commission proceeding. 
And the hearing examiner ruled there that that was a satisfactory 
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substitute for our entire raw records, you might say, showing frag- 
mentary costs. 

Now, I think those items, sir, constitute, if you will, new evidence, 
why it would be greatly prejudicial to us, to put in these fragmentary 
cost records, which can’t help but prejudice the company here, heaven 
knows what it may do in the public eye and in the eye of the hearin 
examiner, when we have offered to you, and it is still available, a 
I would like to offer it to you now again, the complete cost study 
made by Price Waterhouse Co. on these products. 

Dr. Bowman. I might say that this cost study was for the period 
from 1954 to—through 1957. It was a special study. It is not the 
normal type of record that we keep in the course of our business. 
But it was prepared according to sound and good accounting prin- 
ciples, and it covers all our sales of products under our own label, 
in the United States, for those years, giving not only the sales them- 
selves, by unit and by total—the direct costs, the allocated costs, the 
total costs, and the net profit for every product we sold under our 
label from the years 1954 to 1957. And we are prepared to make this 
available. Normally we would consider this information confidential. 

Senator Hruska. Is that in camera in the Federal Trade Com- 
mission ? 

Dr. Bowman. No, it is not, because the Government, as part of 
their case, did not seem to want these costs. They did not prove their 
point. And they did not accept it—even after the hearing examiner 
ruled that this was a proper substitute for the fragmentary costs that 
they were trying to use. They appealed that decision to the full 
Commission. The full Commission upheld the trial examiner. But 
the Government did not want this as part of their case, because this 
shows the full, complete picture. And we would like to offer it. I am 
sure you want the full picture as part of your proceedings. 

Senator Kerauver. You want to offer this as an exhibit? 

Dr. Bowman. We would like to offer this as an exhibit. 

Senator Hruska. In lieu of what you had offered before? 

Dr. Bowman. Yes. 

Mr. Dixon. Mr. Chairman—— 

Dr. Bowman. This is in lieu of the in-camera documents which 
they are trying to introduce here. We wish to offer this in lieu of it. 

Mr. Dixon. Mr. Chairman 

Dr. Bowman. In lieu of them. And I mean all the in-camera 
documents, not just the four or five mentioned. 

Mr. Dixon. Before you get to that, some very serious charges have 
been made by you, Mr. Clark. I personally resent them. You have 
inferred, in fact you have said, that on the staff of this committee is 
an employee who worked in the preparation of this case against you 
in the Federal Trade Commission. You are in error. An employee 
on the staff of this committee, Mrs. Wendt, worked upon the anti- 
biotics report that preceded any case by a great length of time. So 
you are in error there. 

Mr. Crark. I apologize if I am in error. I was so informed by an 
attorney at the Federal Trade Commission. 

Mr. Drxon. So many things are misunderstood by people not know- 
ing what they are saying, and you just did it. You said or inferred 
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directly—and if you are correct, we should be seriously reprimanded— 
that in some mysterious way employees on the staff seem to have access 
to material that apparently is in camera at the Federal Trade Com- 
mission. I say to you that you are inerror again. I use as an exmple 
the one you used. You said there is an identical document in yester- 
day’s record that was submitted in that case. Admiral Knickerbocker 
and Commander Weiss informed us that they had observed this curious 
henomenon. I asked them would they prepare a document for us. 
f it is identical with the one at the Federal Trade Commission, so be 
it. But it was prepared by the MMSA at my request. 

You have also inferred that these documents that I have offered here 
are fragmentary. I do not know what prompted the Commission’s 
counsel to make the decision they made. I personally have not talked 
tothem. I donot care what prompted them. All I say to you is that 
Mr. Weeden prepared these documents in response to a request for 
costs. He did not call them fragmentary, he did not call them com- 
plete. He said, “This is our cost.” And in these documents that we 
are talking about, in answer to a request for “How much profit are 
you going to make?” he replied, “This is how much profit we are going 
to make.” 

I don’t know what Price Waterhouse has done for you. I don’t 
know to what documents they were given access. But if you will give 
us access to your books and records, we will send people there, and we 
will determine your costs—if you want to take us up on that offer. 
Give us the same access that you gave Price Waterhouse, and we will 
get the truth. That is what we are after here—not fragments—but 
the truth. You have inferred we are playing with fragments, you 
have inferred that we have some kind of secret liaison with somebody 
who is trying your case, which is far from the truth. 

Mr. Crarg. All I am saying, sir, is that the proceedings that are 
going on here bear a remarkable resemblance to the proceedings that 
went on there. And I do not think we should have to fight this battle 
twice. At least not twice at the same time. 

Senator Keravuver. Let us get this matter in perspective. 

In the first place, Mrs. Wendt has been for many years an employee 
of the Patent Office. Se was asked to come on a loan basis to the Fed- 
eral Trade Commission, and help with a report on antibiotics. Her 
assistance on that report had nothing to do and no connection whatso- 
ever with any case that you were involved in. 

Mr. Ciark. I am glad to be corrected, sir. 

Senator Kerauver. No employee of this committee has been involved 
in that case. 

While some members of the staff have formerly been employed by 
’ the Federal Trade Commission, their connection has been entirely 
severed, and none of them has ever had any connection with any 
case that you have been involved in. None of them has any method 
of establishing any liaison, or of getting any files. We do not oper- 
ate that way. 

What we have secured here has been received by subpena from _ 
company. We have been given nothing by the Federal Trade Com- 
mission. 

Another thing is that I do not exactly understand how a letter 
that I wrote to the Federal Trade Commission gets in your hands. 
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Mr. Crarx. It was sent to me by the Chairman of the Commission. 
And in his reply to you, he told you he was doing that. 

Senator Keravuver. That is all right with me. But I want to make 
it clear that in this letter I expressed no opinion about the merits or 
demerits of the case. I said that I had read the proposed findings. 
This was not a decision in the case. I simply referred to the staff 
work on the proposed findings. 

What I said about that was: 

I wish to take this opportunity to compliment the Commission, and particu- 
larly Mr. Goodhope and the other staff members who prepared the document, 
for having done such an excellent job. It appears to be firmly based upon a 
large body of persuasive evidence; the issues involved are presented under- 
standably ; and the whole document is written clearly and to the point. 

These are the proposed findings pro and con. 

Mr. CuarKk. No, sir; just pro. We have not got our word in yet. 

Senator Kerauver. Anyway, the letter refers to the proposed find- 
ings. This isnot the decision in the case. 

Mr. CuiarK. No, sir; it is the argument of our adversaries. It is 
their brief. 

Senator Keravuver. I want to point out, also, that in the rest of the 
letter—and I want to restate what I think ought to be stated here—I 
said that I thought the practice of allowing cases at the Federal Trade 
Commission to be tried in confidence and in camera was troubling me. 

Under ordinary circumstances, if there is a breakdown of produc- 
tion cost, of labor, time, taxes, and so forth, I think that anybody 
ought to try to protect those figures to the extent that they could if 
the company feels that it might injure their position. I have always 
said that, and I want to say it now. But, you see, the difficulty—and 
I point that out in this letter—about taking a great body of testimony 
in camera, in confidence, is that it gets to be a private trial, then, in 
which the public cannot get any information, though the public is 
deeply involved in many of these issues. The press also cannot get 
information about what the issues are. It is just the opposite of the 
kind of open trial that we have always learned about in American 
jurisprudence—of keeping things out in the open and not having 
them argued in secret. 

The public interest is greatly involved in whether there has been 
a conspiracy to fix prices, whether there has been a conspiracy to get 
a patent, which is involved in this lawsuit. That is a matter of in- 
terest to small concerns, to the public generally, to the consumer, to 
everybody else. 

If all the testimony and all the evidence is going to be received in 
camera, whether they deal with the detailed breakdown of the cost 
of a product or not, then we will soon get into the position where 
the public aspects of these hearings will have disappeared. In this 
letter I pointed that out to the Commission. 

Another difficulty is that secrecy makes it impossible for an inter- 
venor to enter the case. Suppose that some other company wanted 
to intervene, some small company that felt a patent eek not be 


issued at all because tetracycline was a product of nature, or if it had 
been on the market for several years, for all of the technical reasons 
why a patent should not be issued, so that a small manufacturer might 
make the product. He should have a right to intervene. It would be 
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difficult for me to see how he could intervene and intelligently present 
his case if he did not have access to the documents which were labeled 
“confidential,” since he would not have them. 

Mr. Criarxk. Well, sir; actually —— 

Senator Keravuver. Let me proceed further. 

Mr. Crark. I am sorry, I thought you were finished. 

Senator Keravuver. Furthermore, when the matter, as I pointed out 
in this letter, gets before the full Commission, the full Commission 
should not be in the position of having arguments in secret session. 

People ought to be able to go in and listen to the arguments. May- 
be some private citizen would like to file an amicus curiae proceeding 
on the idea of protecting the consumer. They would be unable to 
do so. They could not get access to the documents. They could not 
hear the arguments. 

Then, when the Commission comes to decide the case, it is difficult 
for me to see how they can write an intelligent decision that people can 
understand, if they have to do it on confidential testimony and records 
that have been put before the trial examiner. 

Then, assuming that one of the losing parties wishes to appeal to the 
court of appeals, I don’t know what you do about the confidentiality of 
all of the testimony at that time. 

You run into a situation where you would be tying the hands of the 
court of appeals, so that they could not have oral argument about it. 

If they had to write, “written on secret testimony,” we would be on 
the way to destroying our entire principle of open trials, where the 
public interest is involved, and with open testimony. 

Then, if it goes on to the Supreme Court, you would expect the 
Supreme Court to write a decision based upon secret testimony. These 
Supreme Court decisions are important matters of public policy. 

How can the public know whether the Court is right or not if it 
does not have access to the testimony? So that is the reason that I 
have questioned, and did question in this letter, the propriety of a trial 
examiner taking all of this testimony in camera. 

I would certainly go along with the confidentiality of a breakdown 
of cost data, if it really would hurt anybody. But, of course, your cost 
information here is lumped together. It is not 7 cents for this and 8 
cents for that or 10 cents for this. It isin a lump sum. 

Then I want to refer to this in camera and confidential procedure as 
it involves the Congress of the United States. We are in a different 
position from the Federal Trade Commission. We have oversight 
responsibility as to the antitrust laws—whether these laws ought to be 
amended; whether the situation has grown so there is price fixing; 
whether there is abuse of the patent situation that requires a change 
in the law. 

We have a situation developing now—it may not come before the 
Judiciary Committee, although it might—whether the Buy American 
ct is adequate or not. There will undoubtedly be criticisms made of 
the Navy Department and MMSA for buying abroad. If this com- 
mittee cannot get access to the testimony because of confidentiality then 
— =— be completely stymied in getting facts upon which to 
egisiate, 

hen, even if you let us have an executive session and we took the 
matter up in executive session, the full Judiciary Committee, the full 
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Senate, the full House of Representatives, the whole legislative proc- 
ess has to examine the facts, not just the opinion of three or four men, 
before they can intelligently work on these matters. 

I do not want to impose a hardship on you gentlemen, but I do think 
this practice of just marking everything confidential, like you did at 
the Federal Trade Commission, is being carried too far. 

Senator Hruska. Mr. Chairman, of course, when it is put in the 
form of the last statement which the chairman has made, I think that 
is really begging the question. If the argument is going to be based 
on the supposition that everything is going to be marked confidential, 
and we cannot get at anything, why, of course, we must say that is 
right. 

“However, this is a very circumscribed area, highly circumscribed. 
I can see no percentage whatsoever in _— the plainly understood 
agreement on the part of the counsel for the witness. It was plainly 
understood by my reading of the correspondence, not for a barring 
of this testimony, Mr. Chairman, at this time. It was for asking 
that the matter be held in abeyance until there be a meeting of the 
subcommittee; not a polling of individual members of the committee; 
because that will not do the job. 

I am seriously concerned, Mr. Chairman, as to the effect of this 
entire incident here on the score of good faith to be accorded to this 
committee in the future. After all, the committee can overrule the 
contentions of the witness company. They can construe this corre- 
spondence as the subcommittee wishes to choose. 

But I venture to say that in the future, when we are going to try 
to elicit cooperation of this kind from any other witness, we are 
going to be dragged through every procedural difficulty that there is 
existent, and maybe some which are fancied. 

Now, then, are we doing something that is novel here? Are we 
doing something that isa departure? I would like to read just briefly 
from the hearings which started here in December, when this very 
issue was discussed, and here is the statement of counsel for the com- 
mittee, Mr. Dixon: 

Mr. Chairman, in keeping with the practice of this subcommittee, and in an 
attempt not to get into matters which are considered by industry members as 
highly competitive and as trade secrets, we have chosen another avenue to get 
information which we thought to be of interest to the subcommittee. 

We did not ask for cost data for any individual product, which, in my opin- 


ion, could be held to be a competitive trade secret. But we did ask for certain 
basie information. 


We asked for bulk sales that were between individual companies. We have 
devised, sir, an exhibit which I want Dr. Blair to explain. 

Now, here we start out on a certain basis, and then all of a sudden we 
discover that we must have particular costs on a particular product 
which, admittedly and confessedly, are trade secrets, which will not 
add anything to the net result of the committee’s knowledge of this 
situation whatsoever insofar as legislative purpose is concerned. 

And, if it does, it can be done on a confidential basis within the 
executive basis within the executive meetings of the committee. 

Now, it is said that we have to divulge our information to our 
colleagues in the Senate and it must be similarly done in the House. 

I repeat : 

There are numerous examples where classified testimony is heard 
by our colleagues in their respective committees which never reach 
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the floor of the Senate; they never reach the common knowledge of 
our colleagues in the Senate; and it is information very often which 
none of us even learn the existence about, and, yet, the recommenda- 
tions and conclusions of the particular committee in charge are ac- 
cepted by the Senate as basis for action. 

It just seems to me that if we are going to have some heed for the 
future standing of this subcommittee and the good faith which will 
be accorded to us, that we will, Mr. Chairman, defer action on this 
until such time as we can comply at least with the main intent and 
certainly the understanding of the witness company here: That it 
would be submitted to a subcommittee for consideration and decision. 

I submit again—and it is most elementary—a subcommittee is an 
entity, and one cannot inquire of individual members of that entity 
and get reactions of whatsoever kind, and have a meeting of the 
subcommittee. 

There is not any such thing that can conceivably exist. It is too 
different, and that is found in corporation law. That is found in par- 
liamentary law. That is found throughout our jurisprudence, and it 
just does not add up. 

As I say, the brutal power to override these arguments and to say 
we will receive as of now all of these confidential things rests in the 
committee. 

On the other hand, there is also that quality of self-restraint which 
I believe the subcommittee would do well to exercise in this case. 

We are not going to suffer any by such delay as will be incurred by 
having a meeting of the subcommittee members for the purpose of 
making a ruling on this material, and I urge the chairman to take that 
into serious consideration. 

Senator Kerauver. I am glad we have had this discussion about it. 
There is one point I want to get clear. The material which we finally 
received came to us on the day before the last day of this session of 
Congress. I thought the best way of apprising the members of the 
subcommittee of the material, and of the issues, would be to send 
copies of the documents to all of them, and get their opinion in writ- 
ing as to what they wanted done. That was done. There was noth- 
ing said in the letter about a meeting of the subcommittee. It was 
said they would be apprised. 

As to the cost material being broken down to its components, we 
have always followed the procedure of not allowing it to be in- 
troduced. The cost material here is in lump sums. 

It is my opinion that there is one detail which I would not con- 
sider putting in. It is my opinion that the rules followed by com- 
mittees which do not require a disclosure of the confidential break- 
down of cost material would not be violated by the placing in the 
record of the lump-sum figures. But I think in this case—and I went 
over the matter at noontime—we have evidence which can give us 
a pretty good idea of the picture without even putting in the lump- 
sum items here. 

We know that prior to the 15-percent reduction, the consumer was 
paying 50 cents for a tablet, regardless of whom he was buying it 
from. The druggist was paying 30.6 cents before this vequedion 
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of whom he bought it from. Your average buyer was paying 25.27 
cents. We also know that your production costs, calculated upon 
your total production, has been figured to be about 5 cents, including 
royalties. 

ristol stated that tetracycline represented only 50 to 75 percent 
of their sales, so on that basis the average would be 62.5 percent. If 
we take the difference of 37.5 percent from the material cost of $2.47, 
as estimated by the staff, it would reduce the $2.47 by $0.93. If we 
took 25 percent off, the figure would be reduced by $0.62. 

Thus, it can be seen that eliminating the costs applicable to Bris- 
tol’s other products, whatever their exact costs may be, would sig- 
nificantly reduce the estimated materials cost for Bristol’s tetracycline. 

I am not asking you to state whether that is correct or not. But 
I think we are near enough to what the figure is without pressing 
the point about putting these other documents in. 

But there is one part of the material that we have subpenaed which 
I think should be a part of the record. That is the summary of how 
much profit you made on Government orders in July, August, and 
October of 1956. This was prepared by Mr. Weeden and shows how 
much you received, how much profit you made, on these Government 
orders. I think this is particularly pertinent for the reason that it 
does throw light on the prices charged MMSA, on the argument that 
is coming up over MMSA’s purchases in Italy, and on the justification 
of the rather rigid price position on Government orders that has been 
maintained by a number of these companies. 

Don’t you think that is a very good settlement of the matter? 

Dr. Bowman. No. 

Mr. Crarsx. Mr. Chairman, I renew my objections just as strenu- 
ously to this single exhibit as I do to the whole batch of them. But 
I recognize, I think, that we have argued the thing back and forth 
pretty thoroughly. I feel as strongly as I did before, but I don’t 
think much is to be gained by telling you about it all over again. 

I would like to say this, however. 

Senator Kerauver. I am agreeing with you on all of these other 
documents. 

Mr. Cuark. Yes, sir; I think that is gracious of you. 

Senator Keravuver. I thought the matter over at noontime, and I 
thought you would be happy to have just this one document put in 
the record, which gives the profit made on particular orders from 
the Government. 

Mr. Crarx. I am certainly happier than I would be if they all 
went in, Senator. I agree with you there. 

Senator Keravver. All right. 

Dr. Bowman. But—— 

Senator Krerauver. I guess that will be the next exhibit. 

Dr. Bowman. We have another matter to add here in connection 
with that. 

Senator Kerauver. That will be exhibit No. 70. The others will 
be withdrawn. 

(Exhibit No. 70 follows :) 
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BRISTOL LABORATORIES INC., SYRACUSE, N.Y. 


Government order profit and loss 







July 





August October 







Amount | Per- | Amount | Per- 


bi coos iisilal SM acne 87, 408 |.....- 

































ile oo one ce ee Nass ae $342, 202 |___-_- $328,641 |_____- $159, 782 |._--_- $830,625 |__-_-- 
Cost of goods sold.....-------------- 63,648 | 18.6 | 61,126 | 18.6| 29,719 | 18.6| 154,493] 18.6 
RIND: ohio cccenbeneiiccudamcn 10,266 | 3.0 , 859 | 3.0 4,7 3.0 24, 918 3.0 
Miptarreiae: $cc 7,528) 22| 7,230| 22] 3,515] 22] 18273] 22 
“oT 7 aa ale ea eee 29,087| 8.5| 27,934] 85| 13,581] 85| 70,602] 85 

Total expenses_.....--.-------- 110, 529 | 32.3} 106,149] 32.3] 51,608 | 32.3| 268,286 | 32.3 
Net profit before taxes_....---------- 231,673 | 67.7 | 222,492 | 67.7 | 108,174 | 67.7 | 562,339 | 67.7 
New York State franchise.....-.---- 12, 742 |....-- eae ot ROR Ss ce “30, 929 |----.- 
Federal income tax.....---..--.-.-.-| 120,412 |_...-- 115, 640 }.....- C5 358 t. ...-. 202, 275 |...... 


Total tax 












Net profit after taxes_...-........... BD tsaccact: WEE TiecccQ). SAO bicacke 
Per share (cents)...............- OP Pidwcod WES Teewsea SS Bliccxe 1) | ee 


Note.—Attachment I to M.S. Weeden memo to F.N. Schwartz, May 23, 1957. 


(The following material is supplied for clarification of the preced- 
ing document :) 





FSN 6505-286-7300—tetracycline for suspension—oral (potency, 24 months) 


Unit: Btl. 
Contract No. : N849. 

Date: May 21, 1957. 

Method: Neg. 

Quantity solicited : 454,390. 

Quantity awarded : 454,390. 

Successful bidder : Bristol Laboratories. 
Unit price : $1.828. 

Total price : $830,624.92. 



























Other bidders: Price 
DPR OTIS SOE RUONIOR aso ce chan eeemeiea eens $1.83 
PO re eis tiem cine ceroee epi ella aaa aiags occennmniamacinnitn 1.83 


Note.—Extract from data submitted by Military Medical Supply Agency en- 
titled “Report of Items Requested by Subcommittee on Antitrust and Monopoly 
of the Senate Committee on the Judiciary,” dated April 27, 1959. 

Mr. Ciark. May we put in, in addition, sir, this Price Waterhouse 
study, which covers the particular bid in question, gives the total costs, 
just to complete the record. 

Senator Krravuver. We will make this study exhibit 71. 

(Exhibit No. 71 may be found on p. 15318.) 

Mr. Dixon. Mr. Chairman, Senator Hruska read from a statement 
that I made earlier in these hearings. That statement was correct. 
You will recall, Senator Hruska, that we attempted this same pro- 
cedure when we were studying steroid hormones. We followed this 
procedure with tranquilizers. Now, we attempt it again here. By 
following that procedure, you know how much controversy there was. 
The exhibits we offered were ridiculed and contested. 

Our purpose in offering these exhibits today was, once and for all, to 
settle that. The chairman has said we followed this course today 
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based upon the best evidence we could get without using confidential 
evidence, and we still had controversy about that today. 

As to the documents which I offered, and the chairman just rejected 
for the record, it certainly was the first time on this issue that we had 
the actual cost figures. 

Senator Keravuver. I want it understood that the nonacceptance 
of the exhibits offered, inasmuch as they were in lump-sum figures 
and not a detailed breakdown, should not be considered as a precedent, 
because we did have other information which is fairly close to the 
information that would have been brought out, which I felt would 
suffice in this particular case. 

Senator Hruska. I think the chairman is very fair in making that 
statement. I would consider personally that the ruling which he has 
made would be without prejudice as to future events. I have an idea, 
Mr. Chairman, that both the committee and the staff and members of 
the committee, as well as the witnesses, will probably have a different 
set of correspondence exchanged this next time. And I say that with- 
out any imputation of bad faith, or loose handling of the thing. It is 
an unfortunate situation. But I do think the chairman is acting his 
usual generous and wise self in saying there is no prejudice on any 
future rulings on this type of evidence. 

Senator Kerauver. That is right. 

Senator Harr. Mr. Chairman, having participated by acquiescense 
in all this, I had better make clear my own feeling with respect to 
this matter in the days ahead. 

a Keravver. I should have called on you before this colloquy 
took place. 

Senator Harr. I acknowledge what you said, and I think your judg- 
ment wise and sound. However, I think, as did Senator Hruska, 
that I ought to indicate here a general attitude in the event this 
question should arise later. 

Admittedly, as our exchange this morning and again this afternoon 
has suggested, it is not an easy one. It is not an easy one from either 
side of this table. When people ask me, however, what this commit- 
tee is proposing to do in these price hearings—and this, I suppose, 
is the minority experience—usually they are telling me what we are 
doing wrong. But in any event, when they ask me what I think we 
are doing, I explain that we are endeavoring to determine whether 
there is such concentration in some of these basic fields, not in the sense 
of steel alone, but in public health, medicine—in basic industries— 
whether there is such concentration that prices are being driven up 
or maintained at a level which defies explanation in the terms of 
usual market forces. 

If that is our purpose—I understand this to be our purpose—it is 
very evident that there is great need to determine how much it costs 
to produce a pill. It is priced at X plus something. The X is the 
cost; “plus” is what we are worried about. We do not know whether 
we are rightly worried about the plus until we find out what the X is. 

That alone might not justify our accepting what could be an embar- 
rassing trade disclosure But if you put together two things, very high 
profits, plus a ridiculously high price—a price maintained year after 
year which produces an extraordinarily high profit return—doesn’t 

35621—61—pt 24——20 
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that suggest the possibility that true competition is not at work? 
Doesn’t it raise the question : 

Why isn’t one of these fellows willing to take something less than 
this extraordinarily high price? 

This rambles a little, but I state it because I think, at least from 
my own standpoint, that I would like to have everyone understand 
why I have concern. I have concern whether we reject it in deference 
to business, and when we do reject it, I have concern whether we are 
really doing our job. 

Senator Keravuver. Thank you, Senator Hart. 

Dr. Bowman. May I make just a brief comment on Senator Hart’s 
remarks, because I believe you came in after the section of the report 
from which we read off our profit figures for our period. 

Senator Harr. I did, sir, but I had the opportunity to read in full 
your statement. 

Dr. Bowman. And I think you will find our profits are quite rea- 
sonable. 

Senator Harr. I do not want to pursue this, but to make doubly cer- 
tain that I was understood, I am talking about extraordinarily high 
return on a principal line over a long period of time. I think we 
can see that, and it is a line which is handled by a number of others 
in competition theoretically. Then this committee very properly can 
say : “Well, is real competition at work here or isn’t it?” 

The mere submission of the overall operating annual statement, I 
ro does not ease the pressure on the fellow on this side of the 
table. 

That is what I have been attempting to indicate. 

Senator Keravver. All right. 

Mr. Dixon, proceed. 

Mr. Drxon. Bristol Laboratories is one of the three manufacturers 
of tetracycline in the United States; isn’t that correct, sir? 

Dr. Bowman. That is correct. 

Mr. Drxon. There are a total of five, as we learned the other day, 
that sell this drug. 

You sell tetracycline in bulk form, and in some preparations, I un- 
derstand, finished form, do you not, to Squibb and Upjohn ? 

Dr. Bowman. That is correct. 

Mr. Drxon. In your statement, as I told you this morning, when 
you were recruiting the difficulties of your company, I believe you re- 
cited the fact that through your research program you were ever 
striving to develop a new antibiotic product. You said that you did 
develop one, and that you found out about the same time that others 
had developed one; is that correct ? 

Dr. Bowman. That is correct. 

Mr. Crark. Excuse me. 

Mr. Chairman, might I interrupt for just one moment? I apolo- 
gize sincerely. I understand there has been circulated to the press 
this exhibit which—— 

Mr. Drxon. Only one page of it. 

Mr. CuiarK. Only one page giving what purport to be certain profit 
figures. Might I state for the record, so it will be in the record, that 
the Price Waterhouse study, which gives complete costs, shows a profit 
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on that bid of $80,000 and this appears as the first item of page 7 of that 
study. That isall I want tosay. 

Senator Keravver. Allright, sir. 

Mr. Drxon. The Price Waterhouse study shows you lost money on 
tetracycline in 1957, too? 

Dr. Bowman. We did. 

Mr. Ciark. On the label business. 

Mr. Dixon. Yes; one of the documents that was rejected shows how 
much of a gross profit you made on each bottle you sold. 

Dr. Bowman. When you do not put all the costs in. 

Mr. Dixon. Let’s proceed, sir. 

You had developed tetracycline through your own laboratory, and 
you found out that others had developed a tetracycline product at 
about the same time, did you not, sir? 

Dr. Bowman. You are quoting from the statement. 

Mr. Drxon. Will you give us, sir, a brief background of when you 
found out that apparently Pfizer, as well as Cyanamid through its 
Lederle division, had developed tetracycline? 

_ (At 8 point in the proceedings, Senator Kefauver left the hear- 
ing room. 

r. Bowman. Well, I can give you a brief summary, in general 
terms, because, again, this gets into the area of the Federal Trade 
Commission. 

Mr. Dixon. I am not trying to determine, sir, nor to develop the fact 
that there is a contest or an accusation that Pfizer obtained a tetra- 
cycline patent by fraudulent representations. I am not trying to do 
that. What I want to develop here from you is how you historically 
came into this picture and how you came to be a manufacturer. I don’t 
wish to pursue it beyond that point. 

Dr. Bowman. We filed our patent application in the fall of 1953, 
October, I think, was the month. 

Mr. Dixon. Had you already started selling? 

Dr. Bowman. No; we had not at that point. 

Mr. Dixon. You had not even made application for a new drug ap- 
plication ? 

Dr. Bowman. Not at that point. 

Mr. Drxon. Go ahead, sir. 

Dr. Bowman. For various technical reasons, we did not get into 
the first patent interference which involved Pfizer and Lederle. That, 
I think, was set up in December of that year. That interference, as 
was brought out by Dr. Malcolm, was settled between Pfizer and 
Lederle. 

Mr. Drxon. You had not come into that interference? 

Dr. Bowman. No; we had nothing to do with it. 

Mr. Dixon. I understood that from him. 

Dr. Bowman. Yes. 

However, a second patent interference was set up between the three 
companies in the spring of 1954, I do not remember the exact month. 
I think it was March. If it is important, I can get it. 

Mr. Drxon. It is not important. 

Dr. Bowman. That interference was eventually dissolved, I believe 
it was in October 1954. 











13906 ADMINISTERED PRICES 





Mr. Drxon. You said it was dissolved. Let’s talk about you at that 
oint. 

; Dr. Bowman. That put all of the parties back into the Patent Office 
ex parte at that point. 

Mr. Dixon. How did you resolve your differences or your position 
in this matter? Did you voluntarily withdraw or did you negotiate 
with Pfizer before you withdrew ? 

Dr. Bowman. We did not negotiate with Pfizer. This was a mat- 
ter between us and the Patent Office. 

Mr. Dixon. Between you and the Patent Office ? 

Dr. Bowman. That is right. 

Mr. Drxon. All right. 

Dr. Bowman. We were eventually rejected, our application claims 
were rejected. My recollection is that the patent on tetracycline 
finally issued to Pfizer in January of 1955. 

Mr. Dtxon. When were you licensed by Pfizer to manufacture, and 
also to sell to Squibb and Upjohn? 

Dr. Bowman. We were licensed by Pfizer in 1956, in March, I be- 
lieve it was, of 1956; we were given an unconditional license. 

(At this point in the proceedings, Senator Kefauver entered the 
hearing room.) 

Mr. Drxon. An unconditional license? 

Dr. Bowman. Yes. 

Mr. Dixon. That would mean, if I understand the term, you could 
manufacture it or sell it in bulk? 

Dr. Bowman. Yes. 

Mr. Drxon. But could you have sold to others besides Squibb and 
Upjohn, if you desired ? 

Dr. Bowman. Yes. 

Mr. Dixon. You can today under the license? 

Dr. Bowman. Yes. 

Mr. Dixon. Did you have any agreement or understanding in writ- 
ing, oral or otherwise, with Pfizer prior to the date of this license 
that you were going to be licensed by them if they received the patent? 

Dr. Bowman. No. 

Mr. Dixon. From the information that we have received, sir, we 
understand that in 1958 Bristol manufactured some 47,500,000 grams 
of tetracycline, or 36.5 percent of the total; Pfizer manufactured 
39,730,320 grams, or 30.6 percent; Cyanamid manufactured 42,780,- 
600, or 32.9 percent. At least in 1958, you were the largest manufac- 
turer of tetracycline; isn’t that correct ? 

Dr. Bowman. According to those figures; yes. 

Mr. Drxon. I assume they are correct; aren’t they, sir? 

Dr. Bowman. I assume they are, too. I can only be responsible 
for mine. 

Mr. Drxon. Did you manufacture 47,500,000 grams in 1958? 

Dr. Bowman. That is correct. 

Senator Krerauver. To avoid any argument, that figure is taken 
from your records and we took the other figures from the records of 
the other companies, so I assume those figures are right. 

Mr. Drxon. They are correct. 

Senator Hruska. Mr. Chairman, as I was impressed by the wit- 
ness, what he was trying to say was that he was willing to vouch for 
the 47,500,000 figure, which was his figure. He did not undertake 
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to vouch for any other figures, and I think that is fair, unless you want 
him to vouch for his competitors’ figures. 

Mr. Drxon. That is a fair observation, Senator Hruska. 

I can assure you that the figures that I have quoted to you came 
from the other two manufacturers’ reports, and if my statistician’s 
arithmetic is correct, you had 36.5 percent. 

You say you had this unconditional license, and you sold in bulk 
to Squibb and Upjohn. How did you arrive at that price, sir? 

Dr. Bowman. You are speaking about our bulk price? 

Mr. Drxon. Yes. 

Dr. Bowman. This was, in our best judgment, a fair price to charge. 

Mr. Drxon. From the information furnished us, we note that Squibb 
purchased from you, in 1958, $4,519,780 of bulk tetracycline and 
finished tetracycline products, and Upjohn purchased a total—— 

Dr. Bowman. May I ask what figure you are reading from there so 
we can follow? 

Mr. Drxon. These are your sales figures which you reported to us 
for 1958. 

Dr. Bowman. Yes. I was just wondering if we could know what 
the document was, because there are somany of them. 

Mr. Drxon. I will have that checked as soon as we get it. I am 
reading from the information you supplied to us. You furnished 
both to companies in bulk and finished form. I gave you the total 
dollar figure. 

Also from the information you furnished us, the bulk purchases by 
these two companies were as follows: 

For tetracycline hydrochloride, Squibb bought 2,286,000 grams; and 
Upjohn bought 440,000 grams. 

For tetracycline-phosphate complex, Squibb bought 13,080,000 
grams; Upjohn bought 11,349,000 grams. 

For tetracycline base, Squibb bought 1,691,000; and Upjohn, 2,588,- 
000 grams. 

So of the 47,509,000 grams produced by Bristol in 1958, over 30 
million, or about two-thirds, went to Squibb and Upjohn, according 
to our calculations. 

What happened to the bulk price for this tetracycline from 1954 
ee 1957; that is, the bulk price that you sold to Squibb and 

john? 

Or. Bowman. Would you like me to read the figures out ? 

Mr. Drxon. Yes, sir. 

Dr. Bowman. Starting with 1955? 

Mr. Dixon. How about September 1954? 

Dr. Bowman. OK. 

The first price was $1,000 a kilo. And at the same time that that 
gaa was made, the price was reduced for future quantities to 

500. 

Mr. Dixon. Yes. 

Dr. Bowman. In January to June of 1955, it was $400 for both. 

Mr. Drxon. Yes, sir. 

Dr. Bowman. And in June of 1955 to June of 1957, it was $350 to 
both. And this I am reading is hydrochloride figures. 

Mr. Drxon. Yes. 

Dr. Bowman. In June of 1957 to January 1958, $350. That wasthe 
period you asked for. 
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; Mr. Drxon. That was for the hydrochloride. Now, tetracycline 
ase. 

Dr. Bowman. Well, the purchases of base started in June of 1955 at 
$400, and ran through to June 1957, the same figure. As a matter of 
fact, from June 1957, to January 1958, the price is $400. 

I might point out, however, that that price depends on moisture 
content, and will vary, depending upon the material furnished. So 
that, in making comparisons, you have to know the moisture content 
to fix the price. I mean to understand the price. 

Mr. Drxon. Yes, sir. 

Now on tetracycline phosphate, which we understand is the most 
widely used form. 

Dr. Bowman. June 1957 to—June 1955 to June—no, that is not 
correct, because we did not produce the phosphate complex until Janu- 
ary 1957—until June 1957, is $280 to both. And beginning in June, 
or sometime between June 1957 and January 1958, there was 15 per- 
cent free goods added to that, which in effect reduced the price by 
giving 15 percent extra material. 

Mr. Drxon. If I understand you, by adding free goods to this, it 
does in effect reduce the price? 

Mr. Bowman. That is right. 

Mr. Drxon. Did you ever fair trade your tetracycline products at 
all? 

Dr. Bowman. No. 

Mr. Drxon. Never at all? 

Dr. Bowman. No. 

Mr. Drxon. I thought I understood you to say that this morning. 

Dr. Bowman. That is correct. 

Mr. Drxon. But you said prior to the August change that you did 
havea suggested price list. 

Dr. Bowman. We had a list price. We did not even call it a 
suggested price. We had alist price. 

Mr. Drxon. Tell me this: Why don’t you fairtrade your product? 

Dr. Bowman. We have nothing against fair trade at all, but it is 
not applicable really to a very narrow line of products such as ours, 
which are sold entirely by prescription. We do not have any over- 
the-counter items. So it is rather meaningless for us to get into that. 

Mr. Dixon. When you were suggesting your prices—— 

Dr. Bowman. We never suggested the prices, Mr. Dixon. The only 
reason we had a list price was to apply discounts to it. 

Mr. Dixon. They were not suggested? You just called it a price 
list ; is that it? 

Dr. Bowman. That is right, as far as I know. 

Mr. Dixon. You say the only reason you had it was so you could 
apply a discount ? 

Dr. Bowman. That is correct; believe it or not. 

Mr. Drxon. Why did you not have one to the consumer, then? 
What kind of a discount did you apply to the consumer ? 

Dr. Bowman. We do not sell to the consumer. 

Mr. Dixon. Iknow. But you had one in the blue book. 

Dr. Bowman. A discount to the consumer? 

Mr. Dixon. No. I said what kind of discount did you figure from 
the consumer list price? 

Dr. Bowman. I do not understand the question. 
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Mr. Weeven. The time when you use a suggested price to the con- 
sumer is when you are fair trading, and you must set, if you follow 
the fair-trade laws, in most States, a price that you suggest as the 
minimum price for resale, because we did not fair trade, it was not 
applicable for us to set a suggested minimum resale price. 

Mr. Drxon. I could understand that. My recollection is that the 
blue book listed a price for Bristol Laboratories. 

Mr. Weepen. I would assume, sir, that in the blue book, in lieu of 
a suggested resale price, the publishers would take our list price. 

Dr. Bowman. We did not submit that. That is their action, not 
ours. 

Mr. Dixon. You are saying that the only list you ever put out, in 
keeping with your responsibilities, is your list price to the druggist, 
from which you figured discounts ? 

Mr. WEEDEN. Our list price was really a base = from which 
discounts to various classes of trade were computed by us in settin 
= price to the people to whom we did sell—the wholesaler, the retai 

ruggist. 

Mr. Dixon. What did you call that price? Did you call it a list 
price to the druggist ? 

Mr. WEEDEN. ‘List, yes, sir. Not list to druggist, sir. Just list. It 
wasn’t the list to the druggist. 

Mr. Drxon. According to our observation, it was the same as every- 
body else’s, for all comparable products that you made. 

Dr. Bowman. That is correct. We cannot sell our products at any 
higher prices than the other. People won’t buy them. 

Mr. Drxon. Can you sell them for less? 

Dr. Bowman. If we reduce our prices others will follow, and we 
cannot really afford to get into a really competitive battle of that 
kind. If you look at our financial picture, you will see the reasons 
for it. We went through that in penicillin. We have adopted a 
pricing policy of being competitive with the lowest prices of our 
competitors. 

Mr. Dixon. We put a table in the record showing, that for a 10- 
year period, the list prices were identical of all of the five sellers of 
tetracycline products. We noticed that that price persisted until the 
recent price change announcement which became effective about the 
Ist of August. 

Dr. Bowman. Actually, we have only been selling tetracycline since 
1954, so we do not know anything about what happened before that. 
And the list prices never really mean anything, because the nets that 
we get are different, as pointed out on this graph—the actual net price 
we get is not the $30.60, but $25.27. 

Mr. Dixon. It is your testimony that you adopted the then going 
price when you came on the market; is that correct ? 

Dr. Bowman. That is correct. 

Mr. Dixon. Well, now—— 

Dr. Bowman. When we came on the market, our tetracycline—and 
this is just bare factory cost—cost us over $3,000 a kilo. And it 
would not have been very logical to cut the price. 

Mr. Drxon. During your testimony, you went into great detail on 
the emphasis you placed on research. You indicated that you de- 
veloped tetracycline, and yet it appears, as a matter of fact, that 
Pfizer holds the patent. Isn’t that right? 
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Dr. Bowman. Well, it is a matter of fact that Pfizer holds the 
patent on the product. 

Mr. Drxon. And so did they develop it? 

Dr. Bowman. Well, that is a moot question, because we developed 
the fermentation method for making it. We have patents on that. 

Mr. Drxon. You mean they are process patents? 

Dr. Bowman. They are process patents. We also have some patents 
on product 

Mr. Drxon. But you do not hold the product patent? 

Dr. Bowman. No, sir; we do not. But that is not over yet. There 
is a chance we are going to in one country. 

Mr. Drxon. There is a chance that you may in one country? 

Dr. Bowman. Yes, sir. 

Mr. Dixon. What country ? 

Dr. Bowman. Canada. 

Mr. Dixon. In Canada? 

Dr. Bowman. Yes, sir; that contest is not settled yet. 

Mr. Dixon. Although it has been settled in this country so far as 
you are concerned, it is not settled there ? 

Dr. Bowman. That is correct. They are running a little behind our 
Patent Office on this one. 

Mr. Dixon. And your testimony is that it was settled by the action 
of the Patent Office, not by your individual action in this country’ 

Dr. Bowman. That is correct. 

Senator Keravuver. Let us find out what happened. We had testi- 
mony yesterday or the day before from American Cyanamid that they 
thought they had the best claim to the patent. Pfizer thought they 
had the best claim. You thought you had the best claim. Insofar 
as Pfizer and Cyanamid were concerned, they had a meeting and 
entered into a cross-licensing agreement. Then they submitted to 
negotiation, as they called it—I tried to call it arbitration, but they 
said it was negotiation—between company lawyers. The company 
lawyers decided that Pfizer had the prior claim. So they got the 

atent. 

f Just what did you do in this matter ? 

Dr. Bowman. Well, that was during the period of December, was 
it, 19532 

Senator Keravver. I believe that was the time. 

Dr. Bowman. I had gone through this chronology before. I think 
you were out of the room. 

Senator Kerauver. I am sorry. Did you settle it by arbitration? 
I mean did you get 
Dr. Bowman. No; we were thrown out by the Patent Office finally. 


Senator Kerauver. There was no negotiation between your lawyers 
and Pfizer’s lawyers? 

Dr. Bowman. No. 

Senator Kerauver. You mean there was an actual decision of the 
case ? 

Dr. Bowman. That is correct. The examiner rejected our applica- 
tion finally, and we were finished. 

Senator Kerauver. Had on entered into this licensing agreement 
before you were thrown out 
Dr. Bowman. No; that was over a year later. 
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Senator Keravuver. Did you explain while I was out of the room 
how you happened to get a license from Pfizer ? 

Dr. Bowman. No; I do not think the question of the actual mecha- 
nism of it came up at all. 

Senator Kerauver. Our information is that Lederle received a 
license, as we know, and that you received a license. And in your 
license, it was agreed that you could in turn sell to two other companies. 

Dr. Bowman. No; there was no restriction of that kind. We can 
sell to any number of companies we wish to. 

Senator Kerauver. You can sell to any number of companies besides 
Squibb and Upjohn? 

Dr. Bowman. Yes, sir. 

Senator Krerauver. Well, then, what were the circumstances of how 
you received your license ? 

Dr. Bowman. Well, Pfizer offered us a settlement of the patent suit 
that was going on at the time between our company and theirs. 
They had sued us. And they finally got the patent. They sued us. 
We countersued. We had a long legal battle, lasting about a year. 
They finally offered us, came to us and offered us a settlement that 
we felt was fair, and we accepted it. 

Senator Kerauver. You mean during the time the patent hearing 
was going on, they sued you for infringement of their alleged patent ? 

Dr. Bowman. No; this was after the patent issued. The patent to 
them issued on January 11. 

Senator Krerauver. And then you continued to make tetracycline? 

Dr. Bowman. They sued us the same day it issued. 

Senator Krrauver. The same day it was settled ? 

Dr. Bowman. The same day the patent was issued they sued us. 

Senator Kerauver. For how much? 

Dr. Bowman. They sued three of us, Upjohn, Squibb, and our- 
selves, I think it was $30 million. 

Senator Krrauver. What was the basis of the suit, if there hadn’t 
been a patent before that time? 

Dr. Bowman. The patent had issued, then. The patent issued to 
them, and when the patent issued, naturally we were violating tech- 
nically their patent. 

Senator Kerauver. You said you cross-sued them, I believe? You 
filed a countersuit against them ? 

Dr. Bowman. Yes. 

Senator Kerauver. On what basis? 

Dr. Bowman. Now we are getting into the FTC case again, and I 
don’t think that we should try all the issues that were involved there. 
I don’t mind 

Senator Kerauver. I don’t want to try the issues involved. I am 
just interested in a general description of your position, and what the 
suit was about. 

Mr. CrarK. I think I can satisfy your curiosity, Senator. It was 
a declaratory judgment suit involving exactly the same issues as the 
original infringement suit that was brought by Bristol in a different 
Federal district, in part for the purpose of getting the issues tried 
in that district rather than in the district where Pfizer brought its 
suit. As I understand it, the cases didn’t involve on the merits any 
different issues, 
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Mr. Drxon. When the suit and cross-suit were filed, they offered you 
a license in settlement ? 

Dr. Bowman. No, that was a year later. Suit was brought on, I 
believe it was, January 11, 1955. The suit was finally settled some- 
time in the spring of 1956, I believe it was, March. 

Mr. Dixon. And you were licensed, you said ? 

Dr. Bowman. In March of 1956. 

Mr. Dixon. Was that a part of the settlement? 

Dr. Bowman. Of the suit. 

Mr. Dixon. Of the suit brought? 

Dr. Bowman. Yes. 

Mr. Dixon. That was the settlement of the suit. You received a 
license? 

Dr. Bowman. Yes. 

Mr. Drxon. An unconditional license ? 

Dr. Bowman. That is correct. 

Mr. Drxon. Was it a part of that suit that Squibb and Upjohn 
were content to buy from you rather than obtaining an unconditional 
license themselves? They were involved in the suit, were they not? 

Dr. Bowman. They were involved in the suit, too, yes, of course. 

Mr. Drxon. And it was part of the settlement among all of you 
that you received the unconditional license and were—— 

Dr. Bowman. Now, in settling the suit it was not necessary for them 
as part of the buying from us to have a license. The fact that they 
bought material from a licensee was sufficient to protect their interests. 

Mr. Dixon. From any licensee? 

Dr. Bowman. Yes. 

Mr. Drxon. But there were only you and Lederle. That was the 
only other choice they had, was it not? 

Dr. Bowman. Pfizer, Pfizer and Lederle. 

Mr. Dixon. Pfizer is not the licensee. They were the licensor. 

Dr. Bowman. They could obviously buy. 

Senator Krrauver. The way the matter stands now, there were five 
of you in the patent suit—— 

Dr. Bowman. That is correct. 

Senator Keravuver. Pfizer 

Dr. Bowman. No. In the patent suit there were four, Pfizer on 
the one side, ourselves, Squibb, and Upjohn on the other side. 

Senator Kerauver. They had already settled with Lederle? 

Dr. Bowman. Lederle had already gotten the license. 

Senator Krerauver. And so the way it finally worked out was that 
you made a previous settlement with Lederle, including some cross 
licensing arrangement, and Lederele was kicked out or got out—they 
were out, anyway—so that the final result was that you received an 
unconditional license and then Squibb and Upjohn were given per- 
mission to buy from anybody who could sell. 

Dr. Bowman. Well, there was no need for any permission for them 
to buy. We had the license. We could sell to anyone we chose, and 
our customers were Squibb and Upjohn. Now, as part—— 

Senator Keravver. You mean you could sell to Premo or Panray? 

Dr. Bowman. Yes. 

Senator Keravuver. Or anybody else? 

Dr. Bowman. Yes, we could have sold to anybody. 

Senator Keravuver. Have others applied to buy from you? 
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Dr. Bowman. From time to time. 

Senator Keravuver. Do you sell to them? 

Dr. Bowman. No. 

Senator Kerauver. Why not? 

Dr. Bowman. We are not interested, frankly, in developing any 
more bulk business from our standpoint, and the supplies are quite 
adequate. We went through the bulk business with penicillin. It was 
a very unsatisfactory experience. We are frankly interested in build- 
ing sales under our own label. We had two good bulk customers, and 
that for us was sufficient. 

Senator Kerauver. Price Waterhouse says you lost money on most 
of your bottle business. 

r. Bowman. That is on the bottle business, did you say ? 

Senator Keravuver. Yes. 

Dr. Bowman. The bottle business, yes. 

Senator Krerauver. But you seem to be making substantial money 
on your bulk business. 

Dr. Bowman. We make a profit on the bulk, yes. 

Senator Keravuver. $300 plus per kilo. Then why don’t you want 
other bulk business? 

Dr. Bowman. As I explained to you before, our main interest is in 
developing our label sales. 

Senator Keravver. Is there anything in this situation where Upjohn 
and Squibb have a preferred position to buy from you? 

Dr. Bowman. No. 

Mr. Drxon. Mr. Chairman, on that point, in examining some of the 
exhibits in the case before the Federal Trade Commission, I found 


Commission exhibit 942 which came from Upjohn’s file. It is a report 
that concerned a meeting with Donald Gilmore of Upjohn. This is 
dated September 20, 1954. 
Dr. Bowman. Do you have any extra copies of that, by any chance? 
Mr. Dixon. I have none, but after I read it, I will send it over to 
you. Iam reading from the third page: 


Bristol is a raw material supplier making tetracycline at the present time, 
and not long ago Pfizer offered to settle the contest with Bristol if Bristol would 
sell only one customer and that customer to be Parke, Davis. Bristol said they 
had decided to sell two customers and one of them was to be E. R. Squibb & 
Sons, but Bristol would offer to sell Parke, Davis as the second, in hopes that 
Pfizer would settle for those two. 


Bristol made a deal with Squibb and was turned down by Parke, Davis on 
account of the price of the material. We were next on Bristol’s list. 

Do you care to make a comment on that? 

Mr. Crark. Mr. Chairman 

Mr. Drxon. It says on the next page: 

They offered to sell us and we accepted last week the same as Squibb dia 
about a month ago. 

Mr. Crark. I hate to keep objecting on the same ground, but this 
document, as Mr. Dixon says, is indeed an exhibit in the Federal Trade 
Commission case. Mr. Gilmore, who is purported to be quoted there 
testified about it. A lot of other people testified about it. There must 
be a thousand pages of testimony on that subject. 

Mr. Drxon. But the chairman was interrogating Dr. Bowman on 
how it had come about that there was just two customers to whom he 
was selling. He was stating that he could sell to anybody else. This 
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statement here is directly contrary to it. I think you ought to comment 
on it. 

Mr. CiarKk. Well, it puts us really in a most difficult position. 

I think the license agreement which was entered into 2 years almost 
after what you read speaks for itself as to whether it is or is not 

limited or unlimited, and it frankly seems to me unfair to ask us to 
comment on some little excerpt from thousands of pages in a record 
in the other proceeding. 

Senator Kerauver. Mr. Clark, it certainly is not unfair to ask 
you about it because it is a very important matter whether four or five 
companies got together and worked this matter out. That is a mat- 
ter of congressional importance in connection with whether there is the 
rigidity of prices or whether the antitrust laws need to be amended. 
Your statement is that there wasn’t any such agreement, as Dr. Bow- 
man has said. Why, then, that is the end of it so far as we are 
concerned. 

Mr. Crark. All right, sir. I have no objection to going that far, 
but we open up one question and then they seem to follow one an- 
other like sausages and it is hard to know when to ask you to put a 
stop to them. 

Mr. Drxon. The sausage was apparent, sir. He had answered dif- 
ferently from this question that I have read. He had put the matter 
in issue. He said there was no such agreement and here is a statement 
that says there was. Now, is that statement right, Dr. Bowman ? 

Dr. Bowman. I did not make that statement. In fact, it is hearsay 
as far as I was concerned. 

Mr. Dixon. Is ita true statement as far as you know ? 

Dr. Bowman. No. 

Mr. Drxon. Allright. You made your statement. 

Senator Krravver. Is the license agreement a part of the record ? 

Mr. Drxon. It is not a part of our record, Mr. Chairman, because 
we can take notice of a public document before the Federal Trade 
Commission. But if you want to put the domestic license agreement in 
this record we can do it. It may well be that we will put in the record 
all the license agreements, because we have been talking about them. 

Senator Kerauver. I think the license agreement with Upjohn, 
Squibb, and Pfizer would be of interest. 

Mr. Dixon. I have here all of the domestic license agreements deal- 
ing with tetracycline. I would suggest, sir, that they be given one 
number, and that number be No. 72 with subdesignations A, B, C, and 
so forth. 

Senator Krravver. If there is no objection, that will be done. 

(Exhibit No. 72 may be found beginning on p. 15331.) 

Mr. Drxon. I would also suggest, Mr. Chairman, that exhibit No. 73 
be assigned to all the foreign license agreements of Bristol Labora- 
tories, with similar A, B, and C designations. 

Senator Kerauver. They look rather bulky. Is it necessary to put 
them in? 

Dr. Bowman. We would like to object on those. 

Mr. Drxon. There has been stricken from these agreements, sir, 
your actual royalty payments so that there will not be disclosed the 

differences, if there were any differences, in the various royalties that 
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were paid to you under these agreements. This is the same type of 
information that has been put into the record of the other companies. 
These agreements are quite important to a determination of this mat- 
ter by the subcommittee. Cyanamid’s agreements went in the record 
yesterday. 

Dr. Bowman. I realize that they did. Of course, Cyanamid is a 
much bigger company than we are. I think that the competitive 
disadvantage to us is greater than to them. I may be more sensitive 
on this point, but we have had a tough time negotiating those foreign 
license agreements. Naturally, the more our competition knows about 
all the terms of them, not just the actual royalty rates, the better they 
are able to compete with us the next time there is a licensing situation. 
I think, frankly, that this puts us at a disadvantage. 

Mr. Dixon. Mr. Chairman, this is the same request that was made 
by the Parke, Davis Co., which is going to appear here on Monday, 
with respect to their foreign license agreements. This question was 
covered by your memorandum to the subcommittee members. In 
order to treat all the parties alike, the royalty figure has been eradi- 
cated from each agreement. To fully understand the world market 
picture of the antibiotic manufacturers, I think this should be made 
a part of the record. 

Senator Kerauver. The difficulty here, gentlemen, is, frankly, that 
in the case of all the companies we have had up here—Schering, 
Merck, Carter, Smith Kline & French, and many others—all of their 
foreign license agreements have been made a part of the record. I 
think they 

Senator Hruska. Were they public records? 

Senator Krerauver. They were public records. 

Dr. Bowman. Well, this is special. There haven’t been any with 
the exception of Cyanamid’s in the antibiotic field, though, have 
there? 

Senator Keravver. I believe you are the second company here in 
the antibiotic field. 

Mr. Drxon. Yes, Lederle was the first. 

Dr. Bowman. That is what I mean; except Lederle. You realize 
how much bigger these people are than we are, and what a handicap 
that puts on us. 

Mr. Dixon. And it is our intention to do the same with Pfizer’s 
agreement. 

Dr. Bowman. I beg your pardon. 

Mr. Dixon. And it is our intention to do the same with Pfizer’s 
foreign license agreement. It is already in the record. 

Senator Kerauver. Yes, Pfizer’s has been put in. 

(The agreement referred to may be found beginning on p. 15458.) 

Dr. Bowman. I object, but I guess it won’t do me much good. 

Senator Kreravver. I think, frankly, marking out the royalty rates 
is leaning over backward to be fair to you. 

Dr. Bowman. Well, it helps. 

Senator Keravuver. All right, it will be made a part of the record. 

(Exhibit No. 73 may be found beginning on p. 15458.) 

Mr. Drxon. Doctor, you made a point in your statement of your 
emphasized research program. How many product patents does 
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Bristol Laboratories presently hold? You hold none in the anti- 
biotic field do you? 

Dr. Bowman. Yes. 

Mr. Drxon. Do you hold any ? 

Dr. Bowman. Yes. 

Mr. Drxon. What do you hold as a product patent ? 

Dr. Bowman. I can give you a list of them here, I think. 

How do you want these ? 

Mr. Dixon. Will you give us the product name? 

Dr. Bowman. You are just interested in product patents now ? 

Mr. Dixon. Yes, sir. 

Dr. Bowman. We are having a little difficulty, because we only had 
the tetracycline facts handy, but maybe we can find the others. 
Ph have a product patent on Tetrex. Do you want the U.S. num- 

r? 

Mr. Drxon. Yes, sir. 

Dr. Bowman. 2,791,609. 

Senator Kerravuver. I thought Tetrex was just a trade name for 
tetracycline. 

Dr. Bowman. It is a tetracycline complex salt. It is not tetra- 
cycline hydrochloride. 

Pfizer has the patent on tetracycline hydrochloride. We have the 
patent on tetracycline phosphate complex. 

Mr. Drxon. Have you licensed anyone to manufacture it ? 

Dr. Bowman. We have sold it to Squibb and Upjohn. The other 
two companies—Lederle and Pfizer—developed their own competitive 
products. 

We have another patent here. It is a formulation patent. I don’t 
think you would class that as a product patent. We have a tetra- 
cycline salt patent—2,824,877. 

Mr. Drxon. Does Lederle pay you royalties ? 

Dr. Bowman. Yes, they have paid us royalties. 

Mr. Drxon. On this basic patent that Pfizer has on tetracycline 
hydrochloride, according to your statement, you have made that in 
various forms. 

Dr. Bowman. We made a different salt of it, a complex salt. 

Mr. Drxon. On all those products you pay a royalty to Pfizer, do 
you not? 

Dr. Bowman. We pay a royalty on the tetracycline hydrochloride 
or base used in making it. 

Mr. Drxon. On anything that you use with that base, you pay a 
royalty ? 

Dr. Bowman. With the base or the hydrochloride, yes. 

Mr. Drxon. I see. 

Senator Kerauver. Do you have some others there you want to 
give quickly, or do you want to file what you have? 

Dr. Bowman. I think we better furnish you those. We don’t have 
them handy here now—on the other products, that is. 

Senator Keravver. Furnish us a list of the product and process 
patents that you have, and let that be made exhibit 74. 

(Exhibit No. 74 may be found in the files of the subcommittee.) 
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Dr. Bowman. Do you want process patents on tetracycline, because 
we do have a list of those here with us now. 

Mr. Dixon. Just product patents. 

Dr. Bowman. And on the others, just product, or product and 
process, we are going to furnish you? 

Senator Keravver. It is a long list ? 

Dr. Bowman. I think we have a total between 500 and 700, but they 
are not all U.S. patents. I think we have about 100 all together— 
between 100 and 120 U.S. patents. 

Mr. Dixon. If you just give us your domestic product patents, I 
think that would suffice. 

Dr. Bowman. Mr. Clark tells me you have copies of all our patents. 
We sent them down to you. 

Mr. Dixon. We will check it. 

Dr. Bowman. If you do not, let us know. 

Mr. Drxon. Because the list is so large, I have asked the committee 
to put them in the files as exhibit 74. 

Mr. Chairman, I only have one other matter here. 

Senator Kerauver. While we are talking about patents, you did 
not speak about this at any length, but I think you testified, or per- 
haps you told me, that you had developed some new method of makin 
tetracycline hydrochloride without having to do something with 
Aureomycin. 

Dr. Bowman. Well, this is our method of making it, by direct fer- 
mentation, rather than converting Aureomycin to tetracycline. 

Senator Kerauver. Rather than what? 

Dr. Bowman. Rather than converting. 

Senator Keravuver. If you could make it on your direct method, 
without converting Aureomycin, why do you have to pay Lederle a 
royalty ? 

Dr. Bowman. Well, because of their process patent on the fermen- 
tation—in the fermentation area. 

Mr. Dixon. Their process patent on Aureomycin ? 

Mr. Bowman. That is correct. 

Senator Kerauver. You mean you improved the process, but you 
still have to pay a royalty on it? 

Dr. Bowman. We are using the process—we have to pay them 
royalties on the patent. 

Senator Keravver. All right, Mr. Dixon. 

Mr. Drxon. Mr. Chairman, consistent with the other companies, 
we have had prepared by Dr. Browne a memo on the management 
remuneration and incentives of Bristol-Myers Co., which, of course 
would include Bristol Laboratories. This information was obtained 
from the Securities and Exchange Commission, and other sources. 

If the witness has any comments, he may file them. I think it should 
be made a part of the record, as exhibit 75. 

(Exhibit No. 75 may be found on p. 15825.) 

Mr. Drxon. As part of this exhibit, as has been done before, there 
is contained a so-called paper profit estimation on stock options. 

Senator Keravver. I think it is fair to say that we should bring 
out here, I believe, that Dr. Bowman’s salary appears to be, for the 
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last year we have recorded, $47,000, plus a cash bonus of $10,522, 


making a total of $57,522, plus $10,500 deferred bonus for 1959. Is 
that right ? 

Dr. Bowman. That is as of 1959, yes. 

Senator Keravuver. That is a pretty good salary, but it is not as big 
as some of the other executives have been getting. 

Dr. Bowman. I have been getting a little bit of an inferiority com- 
plex reading what these other fellows get. But after the Federal and 
State Governments get through with it, and my wife, I do not have 
much left. 

Senator Krerauver. You seem to be getting progressively a little 
higher every year, and maybe you will get there eventually. 

Dr. Bowman. I am not complaining at all. I am well compensated. 

Senator Hruska. Mr. Chairman, I might observe that if Dr. Bow- 
man is getting an inferiority complex, maybe some of us sitting on 
this side of the table composing the subcommittee might get a bigger 
one. 

Senator Kerauver. You think we ought to inform Dr. Bowman 
what our salaries are ? 

Senator Hruska. I just wonder, Mr. Chairman. I know this is 
very interesting, and I like to read about these Horatio Alger stories, 
and so on, but is there a legislative purpose served by inquiring as to 
what Dr. Bowman makes? [I like to hear it. I am glad for him. 
But just how much of a bill or a measure will the Senate or the Con- 
gress consider it in? 

Senator Keravuver. I think there has been some public purpose 
served by putting there salaries in the record, because some have been 
enormously high, which has undoubtedly contributed to the high price 
of the product. 

There is not any particular public purpose served by putting Dr. 
Bowman’s salary in. 

Senator Hruska. As far as that is concerned, any of them, because 
I just wonder how much Congress is going to make its business, of 
revising or changing a decision of the stockholders and officers of the 
company. 

But 1 cannot see it, unless we have in mind that we are going to 
get into the business of wage and salary stabilization again. And 
I cannot see any event, at least of the moment, that will lead us to 
that. 

Senator Keravver. I think it has some bearing upon the prices 
that the company may charge. But I see that Dr. Bowman’s salary 
won’t have any great effect upon the price one way or the other. But 
that has not been true in some other cases, particularly with reference 
to stock options. I think, to be consistent, if there is no serious objec- 
tion on the part of Dr. Bowman, we will include the memo. 

Dr. Bowman. I have no serious objection. 

Senator Hruska. If we did not have any of these, there would be 
no need to be consistent, 

Senator Keravuver. Very well. 

Mr. Drxon. Mr. Chairman, I have one other exhibit. It has to do 
with stock prices and dividends. It should be made exhibit 76. 

Senator Keravuver. That will be made exhibit 76. 
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(Exhibit No. 76 follows :) 


BrisTot-MyYeErs Co. 
Stock prices and dividends, 1949—Aug. 31, 1960 
Stock opened on New York Stock Exchange on Jan. 3, 1949, 


at 30% ;* 324 shares could have been purchased for______-----__-- $10, 000. 00 
The stock was split 3 for 1 in 1959.2 Market value of 972 shares 
at closing price on Aug. 31, 1960, of 61% *__--------_----_-__---- 59, 535. 00 
Gain, 12 years anG@’S M0N(R6.....on detec eenes 49, 535. 00 
Dividends :? 
10NG> SE GO Gee GO och cicada eee 518. 40 
WOOO: Sie iit en cceeteecgenkn se neuede 518. 40 
GOR: DRO Oe Citic tcciscatinsaceatieneecseenennss 518. 40 
SORES ee CN ntiecdtcdntnecentnnasbacanea 518. 40 
SOS SC isin teeter ect peice ap egnceiacumine 324. 00 
TO Se See He viii edeeu el seeekebee 324. 00 
SOO t GR re CO 5 oi eee eee 486. 00 
SESS See ee CB iin iin eintinceneeeegobesuwen 567. 00 
SOS ee SI iicdscicmeie enema 648. 00 
es Wea ee MRO icicsecciaenS eas eenseee nena 696. 00 
1959 : 
SEO. CURD ioe et eee eeeeenees 340. 20 
SOREN INI iso i re ia Sas aia 486. 00 
TOG: (6 miGEDS) 5 SAG SCOR MRI kkk entrees 437. 40 
Total dividends, 11 years and 6 months____---_-_-__-_-_---- 6, 382. 80 
NN in I a a 65, 917. 80 


1“Bank and Quotation Record,” William B. Dana Co., February 1949. 
2 Moody’s Industrial Manual, 1960, p. 1993, and Moody’s Industrials, p. 2509. 
8 Wall Street Journal, Sept. 1, 1960. 


Mr. Drxon. This is similar to the compilation that has been made 
before. It has to do with stock prices and dividends between 1949 
and August 31, 1960. $10,000 investment in Bristol-Myers’ stock on 
January 3, 1949, at 307%, with a purchase of 324 shares, the stock 
having been split 3 for 1, the number and market value of these shares, 
if they had been held, would have increased to 972 shares at the closing 
price on August 31, 1960, of 6114, with a total value of $59,535, or a 
gain of $49,535. During this same period of time, total dividends 
would have accrued in the amount of $6,382.80. 

Senator Keravuver. Allright. Anything else? 

Dr. Bowman. May I make just one comment there, a very brief 
one ¢ 

Senator Kerauver. Yes, sir. 

Dr. Bowman. In the first place, I want to make sure it is under- 
stood this is the Bristol-Myers Co. as a whole, and not just the Bristol 
Laboratories. 

Senator Kerauver. We understand the stock is all held by the parent 
company. 

Dr. Bowman. And I want to note that Texas Instruments, from 
1956 to 1959, a $10,000 investment, went up to $94,000. 

And Thiokol Chemical, the same period, 1956 to 1959, went from 
$10,000 to $89,400. This is a 4-year period—just for comparison. 

_ Senator Kerauver. Yes, we can pick out a good many of them 
in the drug field, too. 


35621—61— pt. 2421 
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Senator Hruska. I think it is a happy circumstance, Mr. Chairman, 
that we are sitting and listening to very useful information at the 
hands of companies who are making money and can boast a statement 
of this kind, rather than the many who have failed, or who have gone 
the other way instead of making money. 

Senator Kerauver. We are always glad to hear about good success 
stories. 

Senator Harr. Mr. Chairman. 

Senator Kerauver. Senator Hart? 

Senator Harr. This morning I had made a note to inquire about 
this, and then intended not to, until we arrived at this last chapter, on 
the stock option. 

Dr. Bowman. Could you refer us to the page? 

Senator Hart. In your prepared statement, not in any particular 
place, but suggested throughout, is the emphasis on the fact that this is 
a small company, an independent, who has survived where four or five 
other small companies failed. 

On page 13, you comment on the fact that five of these smaller 
firms were forced out of the business, while the big ones got bigger, 
and only one small newcomer squeaked through—yours. And you 
attribute this to research, patents, trademarks, luck, and hard work. 
Do you attribute it at all to the fact that you are wholly owned by 
Bristol-Myers? 

Dr. Bowman. Well, of course, they helped us out with financing 
through the years, but we had to show performance. 

Senator Harr. Would it be proper to amend the statement on page 
13 to include it ? 

Dr. Bowman. I think we pointed out a little earlier that we had 
the help of periodic financing from Bristol-Myers. That is a little 
earlier in the report. 

Senator Harr. What were the conditions of the financing, the usual 
terms ? 

Dr. Bowman. When we need money we ask for it. Sometimes we 
get it, sometimes we don’t. 

Senator Harr. Is this money that would have been available to 
these four or five others who failed ? 

Dr. Bowman. There were some big ones in there. Commercial 
Solvents, for instance, went out of the penicillin business. 

Senator Harr. That is our difficulty in using this expression “small 
company, independent.” 

Dr. Bowman. There were some small ones, too. 

Senator Harr. Were they really small ? 

Dr. Bowman. Cutter Laboratory on the west coast. I don’t know 
whether it is polite to mention these names or not. I don’t want te 
embarrass anybody. Perhaps it is better not to. Need that be a 
part of the record? I think that is a little embarrassing to the com- 
panies involved. 

Senator Harr. You are a new company but Bristol-Myers is an old 
company. 

Dr. Bowman. That is right. 

Senator Harr. You are a small company but Bristol-Myers is a big 
company. 

Dr. Bowman. That is correct. 
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Senator Harr. The stock option you enjoy is not of a small com- 
pany. Bristol-Myers is 87 years old, is that right ? 

Dr. Bowman. We had to make our contribution to the overall. 

Senator Harr. And I am sure you did, and did it well, but I just 
make this comment. I noticed it this morning. I wasn’t going to, 
but here we are at the end of the day and we are talking about Bristol- 
Myers, 87 years old and not very small. 

Senator Kreravuver. Bristol-Myers is 307th in rank on the Fortune 
listing. 

Mr. Kittrie? 

Mr. Krrrrie. Mr. Chairman? 

Senator Krravuver. Yes. 

Mr. Kirrriz. Just two small things. Just for clarification, one 
pertains to the letter that you wrote to the Chairman of the Federal 
Trade Commission, and having listened earlier to the statement of 
Mr. Clark, I think at least to me there was conveyed the impression 
that there was something possibly improper about the letter of the 
chairman to the Chairman of the Federal Trade Commission. I 
just wonder if that letter could be put in the record. 

Senator Kreravver. There is no objection. 

Mr. Kirrrie. Since there was discussion about it. 

Senator Kerauver. I think it would be well to put it in the record. 

Mr. Krrrrir. Since apparently your comments were dealing pri- 
marily with the procedural issue of whether certain documents should 
be held in camera, and they had no intention to comment about the 
merits of the particular case. 

Senator Kerauver. Yes. Make that exhibit 77. 

(Exhibit No. 77 may be found on p. 15831.) 

Mr. Kirrrie. I would like to ask the witness one question which 
may sound like a general philosophical one about the drug industry, 
but which interests me. This is primarily your decision that really 
it does not pay for you to go on producing in bulk, and you prefer 
to go ahead and make your name known. 

What I am after is this: In making this decision, you are really 
making a very important decision there, because as long as you were 
producing in bulk, you had very little advertising expenses, very 
little promotion expenses. All your expenses were primarily produc- 
tion, and then you would make whatever profit you could. In de- 
ciding to go into the promtion of your own name and in putting out 
products not in bulk but under your own name, you are really under- 
taking to spend much more money on making yourself better known. 
You need detail men, you have to advertise much more and so on, 
which means that you are incurring a great expense. 

In incurring this expense, you will eventually make your product 
more expensive. That is, you have to recover from the consumer 
what you are putting in to make your name known. Now, the ques- 
tion I have is essentially this: In looking over your net earnings over 
the years, looking, for example, over your net earnings from 1945 to 
1952, I discovered that your average was about 8 percent. Then 
I do not know when you undertook this campaign to make your 
-_ brand name better known, but apparently it was 1954 or there- 
abouts 4 


Dr. Bowman. Oh, I would say starting in 1954; yes. 
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Mr. Kirrriz. I notice that from 1954 to the present your earnings 
have averaged only 7 percent, which means as yet you have not 
shown that financially it is profitable for you to switch from bulk 
production to the promotion of your own product, and I am just 
curious (@) why did you make this decision, and (6) is it likely that 
other small producers, too, will decide that the only way to benefit 
in the future is by making their own name better known, and is this 
going toend up in a higher price to the consumer ? 

Dr. Bowman. Of course they have to compete with other com- 
panies that are already doing that, so that it is in the price of the 
drugs anyhow. But we lost our shirt in the bulk business in penicillin, 
and we have tried to get into a more stable and sounder position by 
acces: our own label. It is more expensive. The Price Water- 

ouse study will show you that it is more expensive. But that is 
part of learning how to do business. 

Mr. Kirrrie. Do you feel it is really imperative? 

Dr. Bowman. I know of no company today in the drug business 
who is able to survive when over 50 percent of its sales are bulk. I 
do not know of any. I do not say there isn’t one. I am talking 
about the drug industry, not chemicals. This is the pattern of doing 
business in the drug business. 

Mr. Kirrrte. Thank you very much. 

Dr. Bowman. Successful business over a long period of time. 

Mr. Kirrrie. Thank you, Mr. Chairman. 

Senator Krravuver. Anything else, Mr. Kittrie? 

Mr. Kirrrie. No, thank you. 

Senator Kerauver. Gentlemen, we want to thank you for coming 


here and being with us today and telling us about your company. 
We appreciate your cooperation. 
We stand in recess until 10 o’clock Monday morning. 
(Whereupon, at 5:35 p.m., the subcommittee adjourned to recon- 
vene at 10 a.m., Monday, September 12, 1960.) 
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MONDAY, SEPTEMBER 12, 1960 


Untrep Sratres SENATE, 
SuBcoMMITTEE ON ANTITRUST AND MonoroLy 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:20 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver pre- 
siding. 

Present : Senators Kefauver (chairman), and Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Peter 
N. Chumbris, counsel for the minority; Nicholas N. Kittrie, counsel 
for the minority ; Lucile B. Wendt, attorney ; Dorothy D. Goodwin, at- 
torney; Dr. John M. Blair, chief economist ; Dr. E. Wayles Browne, Jr. 
economist ; Dr. Irene Till, economist ; Dr. Walter Measday, economist ; 
Paul S. Green, editorial director; and Gladys E. Montier, clerk. 

(Present : Senator Kefauver.) 

Senator Kerauver. The committee will come to order. 

Senator Hruska, who will be here later, suggested that we go on and 
get started and that he would join us before our first witness finished 

us testimony. 

The committee thought it would be, and I think it would be, helpful 
in the discussion about antibiotics to have one or two leading author- 
re on antibiotics testify before the committee during the series of 

learings. 

Dr. Maxwell Finland, who is our witness this morning, is one of 
the world’s leading authorities on antibiotics. He has done us the 
honor of coming down to give us the benefit of his knowledge on this 
subject. 

Dr. Finland is associate professor of medicine at Harvard Medical 
School, associate director of the Thorndike Memorial Laboratory, and 
dire in chief of the Fourth Medical Service of the Boston City 

ospita 

He says in his statement that he teaches students and trains young 
physicians and, more specifically, in clinical and laboratory studies in 
patients with pneumonia and various other infectious diseases, and 
treatment of such infections. 

Dr. Finland has writen extensively on his specialty. We certainly 
appreciate your cooperation in coming down and being with us today, 
Dr. Finland. You have a statement which you may vant 

Would you rather give your statement in full before we ask you 
any questions ? 
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Dr. Frxtanp. I think you suggested that I might. 
Senator Kerauver. All right, sir. 
Very well, you proceed, Dr. Finland. 


STATEMENT OF DR. MAXWELL FINLAND, ASSOCIATE PROFESSOR 
OF MEDICINE, HARVARD MEDICAL SCHOOL, CAMBRIDGE, MASS. 


Dr. Frnuanp. My name is Maxwell Finland. I am a physician at 
the Boston City Hospital in Boston, Mass. 

I received my early education in the public schools of that city, and 
graduated from Harvard College in 1922 and from Harvard Medical 
School in 1926. 

Since that time I have been at the Boston City Hospital engaged, on 
a full-time basis, first as an intern and thereafter under various titles 
as a physician, clinical investigator, and teacher on the staffs of the 
Harvard Medical Services and the Thorndike Memorial Laboratory 
of that hospital and of the Harvard Medical School. 

During the past few years I have held the titles of associate professor 
of medicine at Harvard Medical School, associate director of the 
Thorndike Memorial Laboratory, and physician-in-chief of the Fourth 
Medical Service of the Boston City Hospital. 

Throughout this time I have been engaged in the care of hospital 
patients, the teaching of students and training of young physicians 
and more specifically in clinical and laboratory studies in patients 
with pneumonia and various other infectious diseases and the treat- 
ment of such infections. 

Such contributions as I have made to the medical literature have 
been limited almost entirely to these areas. 

I mention t].cse facts in order to clarify and delimit the area of my 
competence as a witness before this committee. The invitation to 
testify before this committee was originally extended to me in tele- 
phone calls by Dr. John Blair of your staff who indicated that the com- 
niittee would le interested in my views on certain aspects of the uses 
and perhaps abuses of antibiotics. 

I shall be pleased to present such views in those areas in which [ have 
had enough experience and interest to formulate any judgment. 

Dr. Biair indicated that there would be included with the formal 
invitation a list of subjects in which the committee would particularly 
solicit my views. The only specific subject that was mentioned in both 
telephone calls from Dr. Blair and which he indicated that I should 
discuss in this prepared statement was the problem of antibiotic com- 
binations and I agreed to do so. 

I shall discuss first antibiotics in fixed combinations. 

In introducing this subject which I was asked to discuss, I would like 
to offer a bit of general background. There is little doubt that the 
widespread and general availability and use of antibiotics has resulted 
in the saving of millions of lives of individuals with infections, which 
in the past would undoubtedly have been fatal, and their use has also 
strikingly curtailed the peviod of serious and disabling illness of many 
millions more who might have survived without them. 
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However, there is now accumulating a good deal of evidence that at 
least in large hospitals where serious infections are always admitted 
in large numbers, and where these antibiotics are very extensively 
used, the nature of infections that are being encountered is changing 
so that the proportion of serious, invasive infections (so-called blood 
poisoning) caused by bacteria that are susceptible to the available 
antibiotics is decreasing and giving way to an increasing proportion 
of such infections with bacteria that are resistant to these antibiotics. 

I recently reviewed our experience with such cases at the Boston 
City Hospital. 

The data showed that in 1935, before the sulfa drugs and antibiotics 
were available, the pneumococcus and the hemolytic streptococcus, 
bacteria which are highly susceptible to the action of these agents 
and which cause infections which respond very favorably to many of 
these drugs, accounted for more than one-half of these cases and for 
about two-thirds of the deaths in such cases. 

The staphylococcus accounted for one-fifth of the patients with 
bacterial invasions of the blood stream and about one-sixth of the 
deaths from such invasion. 

Only about one-tenth of these cases were caused by the common 
bacteria normally found in the bowel and such bacteria accounted for 
an even smaller proportion of the deaths. 

In 1957, after nearly all of the currently available antibiotics had 
already come into use, the pneumococcus and hemolytic streptococcus 
together caused only about one-sixth of the cases and about one-tenth 
of the deaths. 

The staphylococcus alone in that year accounted for nearly two- 
fifths of such cases and deaths from such infections and the common 
bowel organism account now, and did in 1957, for more than one-third 
of the cases and nearly half of the deaths. 

The majority of the staphylococcal organisms and of these other 
common bacteria are now resistant to most of the available antibiotics 
and some are resistant to all of them. 

It is not surprising that physicians, in desperation, are using multi- 
ple drugs in the hopes of favorably influencing these and other serious 
types of infection. 

Mr. John A. Osmundsen wrote an article in the New York Times 
of August 14 on the fight against antibiotic-resistant germs in hos- 
pitals. In it he took occasion to quote some of these figures and I am 
taking the liberty of attaching a copy of a chart he prepared for that 
article comparing the leading causes of death by blood poisoning in 
our hospital. 

Senator Kerauver. That will be made exhibit 78. 
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(Exhibit No. 78 follows :) 


[From the New York Times, Aug. 14, 1960] 


Changes in infection: “Normal” intestinal bacteria and staphylococci have re- 
placed pneumococci and streptococci as leading causes of death by blood 
poisoning in Boston City Hospital, according to a recent study there 


Dr. Frnuanp. Thank you, sir. 

Some of the indications and rationale for using antibiotics in com- 
bination may be summarized as follows: 

1. In mixed infections due to more than one organism, it is pos- 
sible that a combination of drugs each acting on different bacteria 
may be more effective than one drug that may not influence all of 
the organisms concerned in the infection. This may apply par- 
ticularly to infections of wounds, or burns, or in body cavities where 
antibiotics that are not well absorbed or are too toxic to be used 
systemically may be applied directly and in relatively small and non- 
toxic amounts. 

2. When two similar and closely related drugs which have distinct 
toxic effects are combined, the toxicity of the pair may be lower be- 
cause of the smaller amounts of each that are needed. In practice 
only two such combinations have worked this way : 

These are the combination of streptomycin and dihydrostreptomy- 
cin and the combination of three sulfa drugs—sulfadiazine, sulfa- 
merazine, and sulfamethazine. 

3. In some situations in which the actual development of resistance 
of the infecting organism—with emphasis on the words “develop- 
ment of resistance”’—in contrast to the overgrowth by already re- 
sistant organisms—may jeopardize the chances for cure, the use of 
an appropriate combination of antibiotics may delay and reduce 
this effect and thus increase the possibility of a cure. 

This beneficial effect has been unequivocally demonstrated only 
in the treatment of tuberculosis. There is little evidence for the oc- 
currence of this phenomenon in other infections and for the efficacy 
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of the use of combinations in preventing its occurrence although this 
can readily be demonstrated in the test tube with many bacteria. 

The antibiotics which may rapidly induce resistance during treat- 
ment are streptomycin, erythromycin, and novobiocin, and the drugs 
chemically related to them.! Most workers in this field agree with 
me that these drugs should not be used singly in the treatment of 
serious infections in which prolonged treatment may be required, but 
that they should be combined with another antibiotic to which the 
organism is also sensitive. 

4. In certain patents who are desperately ill and require prompt 
treatment before the causative organism can be grown and its suscep- 
tibility tested, more than one drug may be used in an attempt to 
encompass each of the possible causes of that infection. Before start- 
ing such treatment, however, it is incumbent on the physician to ob- 
tain the materials from which the bacterial cause can be ascertained 
and the treatment can be adjusted as soon as the results of the studies 
of those materials become available. 

5. In rare instances, two drugs used simultaneously produce an 
effect not attainable with either one alone. The only established ex- 
amples of this have been in some cases of infections of the heart 
valves by Streptococcus fecalis (enterococcus) and very rarely by a 
staphylococcus. 

These are accepted uses of more than one drug, each carefully 
selected for its particular effect, or hoped-for effect, and given in 
full and effective amounts, There are now, however, perhaps more 
than 100 mixtures of drugs that are being marketed by drug manu- 
facturers and it is doubtful that any of these particular combinations 
can be justified. 

The most striking real or potential disadvantages and objections 
to the use of these fixed combinations may be summarized as follows: 

1. They encourage “shotgun therapy,” which, in turn discourages 
the proper study and observation of the patient. Dr. Ernest Jawetz 
of the University of California, an outstanding authority in this field, 
stated it thus: 


Due to their implied promise of “broad spectrum” and “greater efficiency,” 
they engender a false sense of security, discourage specific etiologic diagnosis 
and encourage inadequate antibiotic dosage. 

2. These fixed combinations fail to provide optimum treatment in 
the relative amounts contained in the commercial mixtures for any 
single known disease. I should say “may fail” instead of “fail.” 

3. They contain constitutents of which at least one has a tendency 
to give rise rapidly to increased resistance, particularly of staphy- 
lococci. Moreover, organisms resistant to one or the other, or both, 
are already prevalent wherever these agents are popularized or where 
antibiotics in general are widely used. 

Thus, they cannot serve to protect against the development of re- 
sistance in the manner that I have indicated. 

_ 4. The general use of multiple antibiotics gives rise to an increase 
in the occurrence and spread of certain resistant organisms that are 
normally not pathogenic, but which may increase in virulence by 


1 Another “drug” (in contrast to an “antibiotie’) that has a similar effect is ioniazid to 
which tubercle bacilli may become resistant rapidly during treatment. 
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virtue of the increase in their numbers and perhaps by the removal 
of their normal competitors. 

5. One or another of the constituents may be particularly useful 
in certain serious specific infections and should best be reserved for 
use in circumstances in which it may be specifically indicated. This 
advantage is generally lost when that agent is used widely and espe- 
cially in these mixtures. 

6. When one or another constituent is especially indicated in a 
given. condition, it is not possible to adjust the dose of the useful one 
to provide optimum treatment without needlessly increasing the dose 
of the other. 

7. It is incorrect and misleading to speak of a synergistic drug 
pair as has been done in promoting some of these combinations. This 
implies a greater activity from the pair of drugs than could be 
achieved by either component of the combination. 

Such greater activity or “synergism” is a highly specialized prop- 
erty related to individual strains of bacteria and is recognizable only 
after special tests. Thus, a so-called synergistic drug combination 
can only he tailormade to an individual strain of bacterium after such 
tests. 

8. Because of proprietary interests in certain antibiotics, particu- 
larly some with inferior properties as compared to others that are 
available for the same purpose, some manufacturers have been pro- 
moting the sale of their products in combinations with other useful 
ones, and other manufacturers unfortunately have seen fit to follow 
suit, and have been combining pairs of antibiotics each of which is 
useful by itself. 

9. Since none of the available combinations has clearly shown any 
advantage over the proper use of the more effective constituent alone, 
the patient is unnecessarily exposed to the risk of toxic reactions to the 
other component of the mixture. 

As a teacher and one who has worked hard in this field, I am natur- 
ally discouraged and disturbed that these combinations continue to 
be prescribed by physicians in spite of repeated expositions of their 
potential and actual dangers by most of the leading workers in this 
field, at least those in this country. 

Inasmuch as I have not at the time of preparing this statement 
received the list of subjects that I was led to expect, I am at a loss 
to know just which matters of interest to this committee I should 
include. 

Dr. Blair in his last call to me also brought up the question of serious 
blood dyscrasias caused by chloramphenicol since I was a member of 
the committee of the National Research Council that dealt with 
this matter, but I was left uncertain as to which phase of this problem 
he wished me to discuss. The Council on Drugs of the American 
Medical Association, as recently as April 30 of this year, reiterated the 
importance of some of the serious blood disorders that have been at- 
tributed to this antibiotic and repeated the caution against the use of 
this antibiotic for minor ailments. I got the impression, perhaps 
erroneously, from Dr. Blair’s remarks, that the company was no longer 
calling attention to this possibility and was not including the pre- 
cautionary statement suggested by that subcommittee and, I presume, 
required by the Food and Drug Administration. I therefore looked 
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up some of the Parke, Davis’s recent advertisements on Chloromycetin 
carried by the Journal of the American Medical Association. On page 
228 of the issue of July 7, 1960, I found the following statement in 
that advertisement : 

Chloromycetin is a potent therapeutic agent, and, because certain blood 
dyscrasias have been asssociated with its administration, it should not be used 
indiscriminately or for minor infections. Furthermore, as with certain other 
drugs, adequate blood studies should be made when the patient requires pro- 
longed or intermittent therapy. 

On the chance that this precaution had been omitted prior to the 
statement of the council on drugs and was now again being inserted, 
I looked back at earlier issues and found the identical statement in 
the advertisement on page 186 of the issue of that journal for January 
30, 1960, and also in advertising page II in the issue of the New Eng- 
land Journal of Medicine for July 19, 1959. 

This precaution seems to me at the time, at least, to be in accord 
with the recommendation of the National Research Council. The 
council on drugs, on the other hand, rightfully bemoans the fact that 
an examination of the recent reports of the American Medical Asso- 
ciation’s Registry on Blood Dyscrasias revealed that in spite of this 
precautionary note, the drug had been used in such conditions as 
upper respiratory infections, including the common cold and un- 
diagnosed fever, gout, eczema ‘and i iron deficiency anemia—conditions 
in which the drug, in my opinion, has no place. It is of interest in 
this connection that a correspondent of the Lancet, that venerable 
British medical journal (Dec. 20, p. 1835), commenting on a 
paper previously published there which advocated the use of small 
amounts of tetracycline in lozenges at the beginning of every cold, 
noted that he had even better results in averting the disabling symp- 
toms of the cold in 93 percent of patients by giving ¢ 31, grams 
of chloramphenicol in 5 days, whereas 38 among 40 (or 95 percent) 
of those who received a placebo, that is an inactive preparation, got 
no such effect. It is obvious from such reports that the admonition 
of the council on drugs, and I might say of many of the experts in 
the field, it is not universally followed by physicians in practice 
regardless of how strongly the experts in the field may feel about it. 

In this connection, while we are heaping blame on manufacturers, 
some of which may be well deserved, it would be unfair if we did not 
include some equally well deserved praise. When early last year some 
pediatricians encountered serious difficulties in premature infants who 
were receiving large doses of chloramphenicol to prevent infection, 
the research workers of Parke, Davis cooperated promptly and effec- 
tively in studies that led to the determination of the fundamental de- 
fect in development of these infants that was responsible for this toxic 
effect and how to avoid it. The medical profession was made aware 
of this promptly in a circular letter several weeks before the first re- 
port of this difficulty appeared in the medical literature. 

I did, however, get the impression from Dr. Blair’s telephone con- 
versation that the committee wished me to include in this statement 
any other matters which, from my special knowledge and experience, 
would be of general interest to the members of the committee, or to 
the Congress as a whole, in considering pending or future legislation 
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for the health and welfare of this country even though these matters 
might not be within the special mandate of this committee. 

With respect to the original concern of these hearings, namely “the 
administered prices in the ethical drug industry,” I cannot claim any 
knowledge or competence. However, although my work is confined 
to a municipal hospital which has had a tradition of providing every- 
thing necessary and feasible for the welfare of its patients, I have 
inevitably been confronted with some serious effects of the high cost 
of drugs in the management of ambulatory patients who are indigent 
or have only limited means and cannot afford the medications that 
are prescribed. 

But as one who has worked in such a hospital and has had to deal 
with others working in similar or other types of hospitals, I have 
been impressed even more with the tremendous increase in the cost of 
hospital care which is working great hardships particularly on those 
with long illnesses among middle income patients and on those requir- 
ing special care not covered by the usual insurance. The cost of medi- 
cations in such individuals represents only a small fraction of the 
total cost, even when large numbers of drugs are used and community 
hospitals are having increasing difficulties in finding the funds neces- 
sary to provide all of the services and functions that are now con- 
sidered essential in the care of patients. Perhaps the relief of these 
people with so-called catastrophic illness and assistance to hospitals 
to provide and maintain a high quality of medical care for those not 
able to afford it can be considered a function of the local communities. 
However, when this is no longer possible, the Congress may wish to 
find some way of providing help in these matters. 

As one interested in medical research as well as in the teaching of 
students and the care of patients, I would like to express a personal 
view shared by some of my closest colleagues concerning the relation 
of medical research to the current problems of medical schools and the 
education of future doctors. 

The Congress has been exceedingly generous in its support of medi- 
cal research in several branches of the Government, but particularly 
the National Institutes of Health in both its intramural and extra- 
mural programs. Inasmuch as the school, the hospital, and the labora- 
tory in which I work have been among the fortunate recipients of this 
generosity, and since some of my close colleagues and I have also par- 
ticipated, each in a small way, through the National Research Council 
and the study sections of the National Institutes of Health in helping 
to distribute this bounty where it might best achieve the purposes for 
which it is appropriated, I might be considered disloyal or ungrate- 
ful were I to find fault with this noble action of our legislators. I am 
nevertheless concerned among other matters about the effects that this 
unbalanced support of research is having on the finances of medical 
schools, the recruitment of the highest quality of teachers, and in the 
preparation and training of physicians for the modern practice of 
medicine. I am also beginning to be increasingly concerned about its 
effect on the quality of research that may result from this imbalance. 

The pros and cons of some of these matters have been the subject of 
discussion at the annual congresses on medical education and licensure 
during the past 3 years (reported in J.A.M.A. for May 10, 1958, May 23, 
1959, and July 23, 1960) and recently by the Association of American 
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Medical Colleges (summarized in Time magazine, June 20, 1960) and 
they have also been discussed from varying points of view in sepa- 
rate communications by a number of distinguished physicians and 
educators (A. Angrist, J.A.M.A., June 18, 1960; S. E. Dorst, Cincin- 
nati M.J., September 1959 [reprinted in J.A.M.A., advertisement, 
pp. 62-71, May 14, 1960], including some outstanding members of our 
Harvard faculty (in presidential addresses before the Association of 
American Physicians by W. Bower in 1959 and by W. B. Castle in 
1960; see also M. B. Strauss, New England Journal of Medicine, 
Apr. 21, 1960)). I have some references to these, but I omitted one 
reference which I think is important, because it was considered in 
detail also in the Boisfeuillet Jones report to the subcommittee of the 
Departments of Labor and Health, Education, and Welfare, by the 
Committee of Consultants on Medical Research. That was published 
a few months ago (May 1960). And I think also in some other offi- 
cial publications similarly at the request of some of the committees 
of the Congress. 

My own view is that the financial support for medical research, 
from both governmental and private sources is out of balance with 
respect to the support needed for the medical schools and teaching 
hospitals for the teaching and training of physicians and for the uni- 
versities and colleges in which students are prepared for admission 
to the medical schools. The availability of comparatively more funds 
for research than for teaching has resulted in draining off large num- 
bers of potentially good physicians and teachers, and incidentally also 
increased the number of potentially poor investigators because the 
opportunities in research have become more readily available and in 
the early years after graduation from medical school, they are more 
lucrative than teaching or practice. 

It is also an easy way out since acceptance of a position in research 
offers considerable relief from the arduous responsibilities involved 
in teaching and in patient care. As the available funds for research 
increase—because the number of individuals being prepared is not 
increasing in proportion to the needs—the quality of those under- 
taking research as well as that of the research they perform is diluted 
and the standards are invariably lowered. This leaves the schools 
with an even poorer grade of teacher, which in turn can only result 
in a@ poorer grade of teaching and the product of such teaching. 
Moreover, the incentive to good teaching and for excellence in teach- 
ing and scholarship has been lost because, largely due to the fact that 
they attract large sums of money from grants, the faculties, by choice 
or necessity, recognize and promote to the highest ranks primarily 
the successful research workers or those able to promote research proj- 
ects and assemble the staffs and funds for that purpose, giving little 
heed to their interest in scholarship, better teaching, or in improving 
the care of patients which, I presume, should be the ultimate goal of 
the research. 

The Congress, in my opinion, would do well to recognize this great 
defect and to remedy it by providing more liberal support to uni- 
versities and their medical schools. In my humble opinion, project 
oriented research, such as is now supported in the extramural pro- 
grams of the governmental agencies is the most wasteful and in the 
long run the Ton productive from an overall point of view. The 
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general support of universities in proportion to their needs and accom- 
plishments would be much more useful, more fruitful, and infinitely 
easier to administer. 

I might say that perhaps both types should be supported, because 
there have been good reasons for supporting project research. 

Another aspect of the support of medical research which may prop- 
erly be resented by those engaged in clinical investigation and even 
by some in the so-called medical sciences is the distortion and undue 
emphasis given to the word “basic” or sometimes glorified even more 
by using the term “pure” in describing research worthy of support in 
contrast to “useful,” “practical,” “purposeful,” or “meaningful” which 
are sometime lumped under the disdainful term “applied”; and in 
industry, it is labeled “developmental” research. It is fashionable to 

rovide support for those who present their programs or projects as 

eing basic or who invent or use new gadgets and to deny it to those 
who apply their minds and skills to the solutions of obvious practical 
problems that confront them from day to day. I submit that the 
simple clinical observations of Dr. George Richards Minot that re- 
sulted in the finding of a cure for pernicious anemia and Dr. John F. 
Enders’ careful and arduous search of better methods for cultivation 
of viruses which are now used in producing the vaccines for the pre- 
vention of mumps, poliomyelitis, and measles were very carefully 
directed and practical, and obviously important enough to earn for 
each of them a Nobel prize for this work. 

I mention all this because of its interest in relation to problems now 
under study with respect to evaluation and licensing of new drugs. 
The clinical evaluation of new drugs has been considered practical 
and thus obviously not basic or pure research and hence not worthy 
of support from research funds or by granting agencies. Only re- 
cently, with the search for drugs to cure cancer and with the advent 
of psychoactive drugs has there been a slight change and, at least in 
these fields, drug evaluation has achieved some degree of “status.” 
It is now quite evident, however, that the evaluation of new thera- 
peutic agents must be in the hands of individuals who are as compe- 
tent, well trained, and well motivated as those engaged in any other 
research ventures and that they are as likely to turn up new funda- 
mental findings as others with equal skills, but they are also more 
certain to provide useful results of immediate importance. I would 
like to suggest also that this is a more difficult task than most types 
of so-called basic research because it can and should utilize all the 
skills available to the pure laboratory worker and, in addition, requires 
the even greater knowledge and skill in the management of the patients 
in whom the drugs are being evaluated and of the illnesses for which 
they are being proposed. 

I have in the past tried to interest the National Research Council 
and also the drug industry to set up subcommittees or panels in dif- 
ferent medical areas for the independent evaluation of drugs, sup- 
ported from funds provided either by the pharmaceutical industry as 
a whole, or by governmental or other nonprofit agencies but not tied 
to individual products or firms. For a number of years there have 
also been other attempts to develop within large university medical 
centers, departments of clinical pharmacology in which both “basic” 
and “practical studies”—if one wishes to make such distinction—on 
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the action of drugs could be integrated into teaching and patient care. 
Obviously, such departments would be most useful and most meaning- 
ful if their support did not come piecemeal from the testing of indi- 
vidual drugs in which individual firms have special interests, but 
rather as indicated from public funds and from the entire drug 
industry. 

An alternative method of providing such support on an immediate 
basis, would be for the National Institutes of Health to set up study 
sections concerned with providing funds for such units in centers 
where there is an adequate supply of clinical materials, proper staff 
and the necessary background for such activities. Under such 
auspices, the endorsement of inferior products that are not in the best 
interest of the public, is much less likely to occur than when the sup- 
port for testing the product is furnished by the individual producer. 

Some mandatory legislation or regulation would be required in 
order to get the products tested in this unbiased manner before ap- 
proval, licensing, or certification. This should, of course, also include 
some safeguards for the interest of the inventor or producer and 
would not preclude arrangements privately made by the manufac- 
turers with other groups. The same panels or similar ones set up to 
deal with different classes of drugs could also serve in an advisory 
capacity to the Food and Drug Administration for the licensing, 
certification and release of new pharmaceutical products. That is 
the end of the statement, sir. 

Senator Kerauver. Dr. Finland, thank you very much for a very 
informative and helpful statement, and for giving us your views. 

If I may ask you just a few questions. It is your opinion that we 
would have better information about the usefulness of drugs, and also 
any adverse side effects, if there could be a study section set up in the 
National Institutes of Health that would make continuing studies 
not only of new drugs, but old drugs? 

Dr. Frntanp. Yes, I believe so, that is one of several methods that 
might very well be explored. I think that is a good one that I have 
suggested. 

Senator Krerauver. Then I take it that part of the value of that 
study would be, say, in its being nonpartisan or objective in that 
nobody would have any financial interest in the outcome? 

Dr. Finnanp. Well, that is one. But I think more than that it 
would provide people who are known to be specialists, and people who 
have a continuing interest in this area of drugs, who are particularly 
well informed, have the skills, can be kept together in units and avail- 
able whenever new drugs that might prove useful are— 

Sir, I am very much disturbed by these flashbulbs. I can’t stand 
the light here. Would you photographers mind taking your pictures 
and getting out of my way? I cannot answer your questions well if 
I have these people in front of me. I have great respect for them and 
their interests, but I would appreciate it, until after I leave. 

Senator Kerauver. Later on, after you get through testifying—— 

Dr. Frnianp. Then they can take all the pictures they want. 

Senator Keravuver. All right. 

Thank you for your cooperation. 

Dr. Frnuanp. I am sorry that I am so uncooperative about this 


ergs but it does hurt my eyes and they are very sensitive to bright 
ight. 
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Senator Krrauver. We don’t want to cause you any discomfort. 
So if you gentlemen will cooperate. After you get through, Dr. 
Finland, they can take some more pictures. 

There has been included in a bill that I have filed a suggestion that 
the efficacy of drugs should also be tested by the Food and Drug 
Administration, 

Dr. Frytanp. There is one objection to that, if I may be so bold, sir. 

Senator Kerauver. Yes? 

Dr. Frnuanp. I think that one who provides the evidence and has 
to administer the results of that evidence may have a certain bias 
which may perhaps not be proper. 

This is my personal opinion and I feel that they, that is, the FDA 
officials, should have the opinion of the best experts, and I am not 
certain that the Food and Drug Administration can always have 
within their department all of the best experts, and I think it would be 
improper if they did, as a matter of fact. 

Senator Kerauver. They could, of course, call on the best experts 
for guidance, and they could, of course, delegate some of the work to 
the National Institutes of Health, if study sections were set up, as you 
have suggested. 

You think that would be preferable? 

Dr. Frntanp. I think some unbiased group that has no interest, 
either, personal interest, in the drug and also in the evaluation of the 
results of the research, would be, I think, a good way to do it. Iam 
not sure that I have studied all of the alternatives adequately to ex- 
press an opinion about the alternative methods. 

Senator Kerauver. You say, also, that a useful way might be to 
have independent evaluation of drugs supported by the pharmaceuti- 
cal industry as a whole. That is, instead of each pharmaceutical 
company spending as much money on its own drug, there would be 
a general fund for the evaluation of all drugs. 

Dr. Frnuanp. Well, I have no objection to each individual firm 
spending money on the testing of their own drug, but I do feel that 
these individual units—we will say these departments of clinical 
pharmacology—should not depend on their continuing work and 
their continuing skills and for the support of their staff on funds 
that come from individual drugs, because it is obvious that some 
people cannot perhaps divorce their judgment from the sources of 
their support. 

Senator Krerauver. And if there were, in addition to individual 
evaluations by the companies, an overall evaluation, either made possi- 
ble by public funds or by funds contributed by the industry as a 
whole, you would get that objective evaluation ? 

Dr. Frnuanp. I would think so. 

Senator Kerauver. Mr. Chumbris? 

Mr. Cuumeris. Supposing those funds were not available. Then 
would you be willing to let it go as it stands now ? 

Dr. Frnuanp. Well, if the funds are not available, we have to do 
the best we can. 

Senator Keravver. Do you think of all the Government agencies 
available to make an independent evaluation of drugs, to give the full- 
est information as to their use, value, and shortcomings, the National 
Institutes of Health would be the best agency ? 
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Dr. Frntanp. My suggestion was not the National Institutes of 
Health, but the study sections. 

Senator Kerauver. The study sections; yes. 

Dr. Frnuanp. These are independent units gathered from all parts 
of the country which provide to the extramural granting agencies of 
the National Institutes of Health advice about grants for research 
projects and about the applicants; that they are expert in various 
fields; that they have the background and competence and the staff 
and the equipment or that they should be provided with these. In 
my opinion that method rather than the intramural activities of the 
National Institutes of Health is to be preferred for clinical evalua- 
tions, although I have no objection to the intramural investigations, 
especially in the deeper aspects, the more fundamental aspects, of 
drug evaluation. 

Senator Krerauver. I take it your criticism of the research grants 
by the Federal Government is not that you are not strongly in favor 
of the research that is being done but that there is an imbalance, and 


that if more funds were made available for universities, there would 
be a better balance ? 


Dr. Frnuanp. Yes. 

Senator Kerauver. Of the work ? 

Dr. Frnuanp. I think that there should be a better opportunity 
for universities that are responsible for each and all the people with- 
in their university, and can better have an overall and better judg- 
ment as to the apportionments of funds for research within their 
university; that that would be a better way of allocating funds, 
rather than having some individual who happens to be a good pro- 
moter and knows how to write up a good project—which has been 
called “grantmanship”—who know how to draw up programs for 
research sometimes before they have a staff available for it, and then 
go out and look for people, and they may or may not get competent 
individuals. 

They do it because the funds are available. 

I have very serious objections to that type of allocation of funds, 
and I do not think that it is the most likely to give the best results. 

Senator Kerauver. In general, you feel as we all do, of course, that 
antibiotics have saved many lives, have made getting well cheaper, 
but you say in your statement that you think that there has been too 
much use of antibiotics for common colds, or other diseases, or other 
ailments where they were not indicated. 

Dr. Fintanp. Yes; I am afraid I expend a good deal of my efforts 
and energies in talking to physicians on just this subject. 

Senator Keravver. Tell us a little more about what is taking place 
in connection with the rather wide use of antibiotics when perhaps 
they should not be used. 

Dr. Frnuanp. Well, what is happening is, as I have indicated in 
this statement, that when you use antibiotics widely—for example, in 
the hope of preventing all kinds of infections—you sort of produce 
an imbalance in what we call the flora, that is, the different types of 
bacteria that are in the normal respiratory tract or gastrointestinal 
tract, in removing those organisms which are sensitive to those drugs 
and permitting resistant ones to flourish at the expense of these other- 
wise sensitive ones. 

35621—61—pt. 2429 
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Now, in the normal state of affairs, some of them come into ascend- 
ency, and those in the past, as I have indicated in these data that I 
have presented and shown in that chart, those that were in the 
ascendency were susceptible to the action of many and most of the 
available antibiotics, and gradually these infections caused by these 
sensitive organisms became less frequent and gave way to an increase 
in the occurrence of infections that are resistant. 

For example, a few years ago most of the patients with staphylo- 
coccal infections who were admitted to the hospital and had never 
been there before had staphylococci which were sensitive. 

For example, osteomyelitis can be a very serious disease. Some- 
body who acquires this disease might spend many months off and 
on in hospitals because he would have a draining sinus and some of 
the bone would be necrotic and they would have to go in and operate 
and the whole thing would start all over again. Sometimes for the 
rest of this patient’s life he might be going in and out of hospitals 
to have treatment. 

With the introduction of penicillin all of the patients with osteo- 
myelitis had staphylococci in their infected tissues which were very 
highly sensitive to penicillin, and treatment, intensive treatment with 
large amounts of antibiotic, if properly given and continued for an 
adequate period of time, would cure these patients completely, essen- 
tially without any residual and essentially without having any opera- 
tive interference. 

Now we are beginning to get patients who come into the hospital 
for the first time and they have these antibiotic resistant strains of 
staphylococci. 

Now, it has been shown that if you make surveys of staphylococci 
in different parts of the world, and this has actually been done by 
some workers at Walter Reed Research Institute—the proportion of 
resistant strains of staphylococci found in any community is roughly 
proportional to the amount of general use of penicillin in the 
community. 

And in hospitals where antibiotics have been used very widely for 
the prevention of illnesses—which they often do not prevent—this 
percentage of resistant infection tends to be much greater than when 
they are not so used and there are very few infections now arising 
in such hospitals which are sensitive to those antibiotics that are thus 
widely used. 

Now, there are some organisms—I will mention one, aerobacter, 
which is an organism commonly found in sewage, fecal matter, excre- 
tions—this organism, in our experience and the experience of most 
people, was never, or hardly ever, a cause of serious infections, even 
infections of the urinary tract, before 1941. 

Since that time, aerobacter has become one of the most serious in- 
vaders, or secondary infecting organisms to produce infections of the 
urinary tract—that is, some people who get treated for other illnesses 
get secondary infections with this organism. Their blood sometimes 
becomes invaded and the mortality, when they do have bloodstream 
invasion, is almost 50 percent. And the treatment of urinary tract in- 
fection with these organisms, which are now resistant to many of the 


antibiotics, is impaired to the point where they only rarely respond to 
available antibiotics. 
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Senator Krerauver. Then in layman’s language, as I understand it, 
if antibiotics are used where other treatments would suffice, the patient 
develops resistant strains to that antibiotic itself, and also certain 
other organisms are made more susceptible to other kinds of 
infections ¢ 

Dr. Frytanp. No. Certain other organisms which are not sen- 
sitive, not susceptible, then become prevalent. 

Senator Krravuver. Then become prevalent? 

Dr. Finuanp. Yes. 

Senator Kerauver. And the frequent use of antibiotics in hos- 
pitals sometimes gets the streptococci germs around in the hospitals? 

Dr. Frxianp. The staphylococci. 

Senator Kerauver. Staphylococci? 

Dr. Frxtanp. Yes. That is because the staphylococcal germs which 
do spread in a hospital are not susceptible to those antibiotics which 
are very widely used, and especially if they are used for prevention of 
disease which they may not prevent, and they are used for long 
periods. 

Senator Kerauver. Dr. Perrin Long, who was here the other day 
with the Lederle witnesses, and who I am sure you know quite well, 
made this observation in his statement: 


The second question is: 

Are the sulfa drugs and antibiotics misused? 
My answer is: 

You bet they are. 

By whom? 


Dr. Finuanp. I did not get the answer, I am sorry, sir. 
Senator Keravver (reading) : 


The second question is: 

Are the sulfa drugs and antibiotics misused? 

My answer is: 

You bet they are! 

By whom? 

The doctors who prescribe them and by patients who threaten to fire the doc- 
tor who does not give them their pet antibiotic when they have a common cold, 
a viral sore throat, a viral pneumonia, or some other type of infection for which 
treatment with antibiotics is useless. 

This happens, gentlemen, far more than you realize. Not long ago a doctor 
whom I know was called late one afternoon to see the patient of another doctor 
who was out of town. She had an acute common cold and also chronic asthma. 
She imperiously demanded that she be given penicillin, which my friend re- 
fused to give her, because it is not a good idea to give asthmatics penicillin. 
The patient got very angry, dismissed the doctor saying, “I’ll get a doctor who 
will do what I say.” 

She did. He gave her an injection of penicillin, and in less than 5 minutes 
she died from an anaphylactoid reaction produced by the penicillin. 

This is what doctors all over the country are facing today: patients who want 
an antibiotic. Before I was silenced by the surgeons, I ranged this country 
far and wide and at medical meetings told doctors when not to use antibiotics; 
I wrote an article for This Week begging patients not to ask their doctors for 
antibiotics, and you know it hasn’t done much good. There seems to be no 
limit to the ability or the desire of the public to absorb antibiotics. 


Would you generally agree with Dr. Long? 

Dr. Finuanp. Yes, I would agree with that in a general way. I 
think that there is now being publicized the fact that there are so 
many serious infections that are not susceptible to treatment with 
these antibiotics; this, I hope is having, some effect in reducing the 
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avidity of the public to absorb these antibiotics, and the insistence 
of the public, or the demanding of the public for these antibiotics. 
That probably was one of the better effects of the recent publicity 
about antibiotic treatment. But I must say that the other side of 
the publicity, that of making such a big fuss to the medical public 
about new drugs before they are adequately confirmed by adequate use 
and by a large number of competent physicians, is quite bad. 

So we have both sides of the publicity business. 

If there were some way of preventing the manufacturers from get- 
ting ahead of the game before an adequate number of physicians have 
had an opportunity to inform the other physicians of the usefulness of 
drugs 

Senator Krrauver. You mean by that that a new antibiotic, for 
instance, is brought out, and immediately the company puts on a big 
advertising campaign to the physicians about its value and use? 

Dr. Frntanp. Well, I think there is some objection to that. 

Senator Krerauver. And that causes it to be used in some cases, 
or in many cases, where it shouldn’t have been prescribed ? 

Dr. Frntanp. Well, I am sure it can’t help but have such an effect. 

If the doctors, who are very busy, and perhaps don’t have an op- 
portunity to read the Wall Street Journal, or the newspaper on a cer- 
tain day when the virtues of a certain drug are extolled, before he has 
had a chance to read his medical journals, and then he is confronted 
by a patient who shows him this and tells him that, and he calls up 
the drug manufacturer, or his representative, and he tells him it is 
a good drug, I think he will probably use that drug. 

Senator Kerauver. How would you prevent this sort of thing: We 
see in the Wall Street Journal, or other newspapers and magazines, 
articles with information given to them by the drug manufacturers, 
extolling the virtues of a particular drug. Immediately the physician 
gets advertising material about the drug, and the patient demands it, 

verhaps changes his doctor if he doesn’t get it. How do you think that 
Find of thing can be checked a little better ? 

Dr. Fintanp. Well, there are pros and cons on that, because there 
is a great lag, I must say—there is a great lag between the develop- 
ment of a drug and the time when the “reputable,” we will say—I put 
in quotes—‘reputable” medical journals accept good papers. It also 
takes a good deal of time for a reputable investigator to get the in- 
formation in hand thoroughly, so that he can present a well-rounded 
evaluation of a drug. 

Now, one may argue that it is unfair to the public to withhold a use- 
ful remedy over this interval. I think that is a perfectly reasonable 
statement. I think that in that respect perhaps some of our journals 
are derelict. 

But on the other hand, I think that if there is really a very im- 
portant contribution, and research workers work hard and present 
their data, they often are able to find reputable journals to present 
their findings. And I think it is the duty of the American Medical 
Association, through its journal, for example, to provide such informa- 
tion promptly. 

Now, what the intricacies of this would be, I cannot say. But I 
know there is too great a lag between the time the drug manufacturer 
perhaps feels convinced ioe ban a good drug, and the time when the 
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clinical investigators are able to present what to their own satisfac- 
tion is a proper evaluation, and then from that time to the time when 
the publication appears. 

The question is whether the newspapers, or Wall Street Journal, 
should be the ones to provide this premature information, or the drug 
manufacturer who has himself a personal interest in this, rather than 
the investigator, to the medical public directly. This is what I feel is a 
defect in our present scheme of things. I don’t know how to answer 
it. There are obviously two sides to this story. 

Mr. Cuumpris. Doctor, the attending physician is the one who has 
to make the final analysis on how to prescribe that drug. 

Dr. Frytanp. That is true. 

Mr. Cuumpris. Now, the problem that faces us in this discussion 
is does the attending physician do two things—does he properly diag- 
nose, and, secondly, ian he obtain the best possible information as 
to the value of a particular drug, whether it is antibiotic or any other 
field ? 

Dr. Frnuanp. That is correct. 

Mr. Cuumpris. And can we get a happy solution? In other words, 
should we prevent—like you say, certain drugs shouldn’t be held back 
too long—should we prevent a good basic drug, like everybody agrees 
antibiotics are—should a drug be kept off the market because of the 
fact that it is not being administered properly by somebone, because 
he doesn’t obtain all of the basic information on it? And how can 
we resolve that ? 

Dr. Frntanp. Well, I have been very much concerned about this 
problem, and I have been working hard on this. I have worked hard 
on it with the drug manufacturers at one time. And also with a grou 
interested in publishing. I think the various journals do some wor 
in this, but they cannot keep up with all the individual drugs. 

I had hoped, at one time, that a group of experts in various fields 
could be gotten together and could so obtain the confidence of the 
drug manufacturers that they would be willing to trust them with 
their data on each drug early enough, and that they should evaluate 
it and independently—regardless of what the drug manufacturers felt 
of their evaluation, be permitted to issue a report on this drug at the 
a or just prior to the time when these drugs are presented to the 
public. 

Now, this group of individuals would be a large group. It is essen- 
tially the same sort of thing that I have indicated in regard to the 
study sections. 

Now, if the drug manufacturers would cooperate in this way, I 
think it would be possible, rather than to have their representatives 
appear with a bottle and say, “This is a drug which I think is good”— 
they would have available, and perhaps have some way of disseminat- 
ing information which has been accumulated by respected investi- 
gators, and evaluated by a group of honest and impartial investigators. 

Mr. Cuumpris. Let’s assume that practice were accepted. 

Do you think that that would convince the 185,000 to 200,000 doc- 
tors in the United States—do you think they would be sufficiently 
aware of all of the ramifications, based on just what conclusion you 
have just reached ? 

_ Dr. Frxuanp. I think if you had the proper people doing the evalua- 
tion and writing the report, I think they could very well be. 
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Senator Kerauver. What happened to your effort to work out 
something on a voluntary basis with the pharmaceutical manufac- 
turers ¢ 

Dr. Frntanp. Well, the only thing that has happened is that this 
has never been accepted, at least by enough drug manufacturers to 
encourage these workers to do this, because without the complete 
cooperation of all or most of the major drug manufacturers, this 
would not be of much value. 

What has happened instead is that a small group have gotten out a 
sheet, that comes out every couple of weeks, and they evaluate drugs, 
but I am not sure that they have the complete confidence of the manu- 
facturers to provide them with their information. And it may some- 
times appear, at least to the manufacturer, as though they are merely 
interested in deprecating the drugs of manufacturers, which I think 
is equally bad. 

Senator Kerauver. Your alternative to the voluntary method 
would be a study section under the National Institutes of Health? 

Dr. Frntanp. Yes. That is one method. 

Senator Kerauver. That would be the alternative ? 

Dr. Frntanp. One alternative. 

Senator Keravver. I think you have a very worthwhile suggestion 
that the drug manufacturers ought to consider further and more 
seriously. 

T can see, however, that if two-thirds of them came in, and one-third 
stayed out, one-third would have some advantage of quick salesman- 
ship, and probably get the jump on the others. 

Dr. Frnuanp. Well, that might be. But I think if physicians were 
indoctrinated into the value of that independent investigation, I think 
those others would find themselves in an uncomfortable situation in 
trying to promote their drugs. 

Senator Keratver. You mean when the detailman came to the phy- 
sician talking about the merits of the drug, he would ask the detailman 
of the company who had not joined the group, “Why don’t you join the 
group so we can have an impartial evaluation ?” 

Dr. Frntanp. They might ask, “What are these people who are the 
experts on evaluating other drugs—what do they think about it?” 
I think that would be the proper question. 

Senator Keravuver. Then his answer would have to be, “We are not 
a member of this voluntary group.” 

And the doctor might very well say, “Well, until you do get to be a 
member, I can’t take at full value all you say.” 

Dr. Frntanp. I would hope it would have that effect. 

Senator Keravver. Before we leave that, is that proposition still 
pending before the pharmaceutical manufacturers. 

Dr. Frntanv. Well, I have not made this formally. This was made 
informally at one time before a group of executives, or one of the 
committees, of the—I think it was the National Drug Manufacturers 
Association, before they combined with another to form the present 
Pharmaceutical Manufacturers Association. And it was also done 
before another group—this other one was not an official group, but one 
which was gotten together by a publishing company, which was not 
not concerned with advertising of products. The publishers gathered 
together a group of people from around the country whom they con- 
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sidered to be experts. One of them—the one who was to be the chief 
editor of this sheet, which was to supply the information about new 
drugs, did consult with some members of the industry, and I must 
say to the credit of some of the manufacturers, some of the larger 
manufacturers, that they said that they would be glad to join if they 
had the concurrence of at least five or six, or some such small number 
of the large manufacturers. That would have been enough to encom- 
pass a large proportion of new drugs. But apparently not enough of 
them were willing to go along. Since I was not the one who went 
around soliciting, I cannot tell you who did and who did not agree 
to go along with the idea. 

Senator Keravver. In years past the Council on Drugs of the Amer- 
ican Medical Association used to attempt some evaluation, did it not, 
but they have discontinued that work in recent years ? 

Dr. Frnzanp. Well, they have become what I would call sissy. 

Senator Kerauver. They have become what ? 

Dr. Fintanp. Sissy. I do not know whether they use that word 
down in Tennessee. 

Senator Kerauver. Yes; I hear it very often, but I do not know if it 
means the same thing in Tennessee as it does in Massachusetts. 

Dr. Frxuanp. They were scared, at least I gather that they were 
worried about the problem of certifying, and I think there was some 
label that they used to allow to be put on drugs which had passed 
the council. 

Mr. Dixon. Like the seal of approval of Good Housekeeping maga- 
zine. 

Dr. Frntanp. Now, I think the council on pharmacy and chem- 
istry, which was the precedent or the parent of the present council 
on drugs did do a very excellent job in keeping down the claims of 
manufacturers and in testing and arranging for the testing of drugs. 
I do not know what exactly led to their giving up that function on 
the scale on which they were carrying it out or led to their failure 
to expand it, which I think it should have done in proportion to the 
amount of activity that was called for with the increase in the number 
of drugs. But the council gave up the testing of drugs and have 
limited their functions to merely writing a statement about each drug, 
but I must say that this statement is based upon all the accumulated 
information which the manufacturer provides. 

The council on pharmacy and chemistry also used to expose cer- 
tain nostrums, or quack medicines, that are advertised and sold directly 
to the public, and this served the very useful purpose of educating the 
physician and pharmacist about these quackeries. 

Now, I do not think that the drug manufacturer is required to pro- 
vide all the information available to him as they are to the Food and 
Drug Administration. It is illegal, I presume, for the manufacturer to 
withhold information from the Food and Drug Administration, but 
I am not sure what the council on drugs will do if the company pre- 
sented them with the evidence in favor of a drug and omitted some 
evidence which was not the best. But at any rate, they have been 
doing very little testing themselves, and there is a rather long lag 
between the time when a drug is actually put on the market and the 
a the council on drugs puts out what they call its mono- 
graph. 
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Senator Knravver. In other words, there would be no compulsion to 
require them to send the unfavorable material ? 

Dr. Frnuanp. There is no compulsion. Of course, if unfavorable 
effects occur they may learn about some of them from other sources— 
they have access to experts, and if they happen to pick experts who 
have had experience with the drug, and if those experts are unbiased— 
the individuals whom they consult—they will get that information, 
and I am sure they do. 

Senator Keravuver. Isn’t the problem made worse by the fact that 
pharmaceutical manufacturers will often put out a combination of 
drugs and advertise it widely under a trade name? That might be in 
the case of antibiotics, it might be in the case of some other drug. 
Then the detail men and the advertisers and the publications have a lot 
to say about it, a doctor might have the impression that this is a new 
drug, whereas it is just a combination of old drugs, and he would be 
inclined to use it more widely or prescribe it in cases where it is not 
indicated. 

Dr. Finuanp. I am sure that that is the case, and I know that this 
is done in what to me is a very unwholesome way, in the sense that the 
drug manufacturer might provide a tablet or paper disk containing a 
combination under a trade name which is to be used in tests on 
bacteria. I have seen publications in which it was stated that the 
organism was insensitive to all antibiotics except this one which has 
a trade name, which happens to be nothing more than the combination 
of two drugs that they have included. 

Now this would imply that this combination is better for that organ- 
ism than these individual drugs which were also included in the test, 
but I am not certain that that would stand up under the test if it were 
analyzed. 

Senator Keravuver. And that is the kind of thing that some volun- 
tary or other group you feel should look into before the drug is 
placed generally on the market ? 

Dr. Frnuanp. I think there is room for improvement. 

Senator Kerauver. What do you mean, on page 8 of your state- 
ment, “The council on drugs is not universally followed by physicians 
in practice regardless of how strongly the experts in the field may feel 
about it.” 

Dr. Frnvanp. I have stated as an example that the council on drugs 
has warned in its publication against the use of a potent drug that is 
very useful for serious infections, but that has possibilities of doing 
harm that they have warned against the use of that drug for minor 
illnesses for which other simpler remedies might be available that are 
not so toxic, or where it is not even effective. And nevertheless, doctors 
are prescribing these potent drugs that have these effects that I men- 
tioned before with regard to eliminating sensitive organisms as well 
as having the potentiality for producing toxic effects. 

Now I think one has to consider also, as I think, other doctors 
have indicated to you, the stress under which the physician is put. 
But when I am confronted with this question in front of a medical 
audience, I tell them that the physician is also supposed to be a 
teacher to his patient, and that if he cannot convince his patient that 
what he is doing is for his best interest, I think he should resign as 
a physician to that patient. Now this may sound like a good arm- 
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chair ivory tower suggestion, but I know that good physicians do 
this, and I think it would be to the glory of the profession if more 
of them did this. 

Mr. Cuumeris. That gets me back to the problem that we were 
discussing earlier. You say these doctors are not following the recom- 
mendations of the council on drugs. What assurances would we have 
that this stamp of approval plan that you are talking about, the 
voluntary plan, would bring the doctors into line any better than 
this suggestion that you have on page 8 of your paper? We would 
still have the same problem that there would be doctors who would 
go ahead and prescribe as they prescribed in the past. 

Dr. Frntanp. I have no assurance for that except for the fact that 
it would be possible to point out to them where they could get good 
information that is reliable. 

Mr. Cuumerts. And, of course, the ideal thing would be for every- 
one of the 200,000 doctors to prescribe the drug exactly as the best 
experts in the field and as the drug manufacturer so states on his 
material that he sends with the drug, and it would be the ideal thing, 
too, if each patient would just keep quiet and let the doctor prescribe 
the drug rather than tell the doctor, “I want a certain drug,” just 
like a client going to the lawyer and saying, “Now I will talk and 
you write down just how I want you to proceed with my law case,” 
and if the lawyer follows that advice, I feel for him. 

Dr. Frntanp. That is right. 

Mr. Cuumpris. But we get back to the point, as Senator Kefauver 
brought out originally, how are we going to convince the doctor and 
how are we going to convince the patient to let the doctor do the 
prescribing? If we can reach 100 percent success on that, I think 
we would have really accomplished something. 

Dr. Frntanp. The point is that the newspapers reach 180 million 
people and the information that the council on drugs could disseminate 
reaches, at most, only 200,000 physicians. 

Mr. Cuumerts. And we had that problem not too long ago. There 
was a big story in the newspaper that I do not know how many 
countries, 60 some countries all over the world, are using oral vaccine 
for polio, and the United States has not authorized it yet. So that 
is a story in the paper, and I guess the next question comes: Why 
doesn’t the FDA approve the oral vaccine? What are they holding 
it back for, because it is being used all over the world. 

Dr. Frntanp. Well, I think just in defense of the FDA, this does 
not happen to be the FDA; it happens to be in the domain of the 
National Institutes of Health. 

Mr. Cuumerts. Institutes of Health, yes. 

Dr. Finuanp. The Biological Standards Division. In defense of 
them, I must say that it is their duty to protect the public. 

Mr. Cuumpris. That is right, whether the public likes it or not. 
In this instance they certify it or authorize a drug when they feel 
that it is safe for public use. 

_ Dr. Frytanp. Well, they have to satisfy the people who are experts 
in the field that this is safe. Now you can give a drug to a lot of 
people, and get a lot of testimonials about its being of value, and 
never learn whether it is of value or is dangerous until it is examined 
by people who have competence in evaluating it, and this is the big 
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difficulty. Now suppose you give it to 10 million people or 60 million 
people as the Russians say they have. I do not believe what the Rus- 
sians say until they can prove it. At present, I would not believe 
what the Russians say until I had expert opinion in that field that this 
was found to be correct by reliable people who are not Russians or by 
people who examined the data in detail or went to Russia and exam- 
ined their information or participated in the study. They say a lot 
of things that may or may not be true. We are not in a position to 
judge what the Russians do behind an Iron Curtain that they have 
put up in front of us. 

Senator Keravuver. All right, Mr. Dixon. 

Mr. Drxon. Dr. Finland, it is true, as Mr. Chumbris brought out, 
that it is the doctor’s responsibility to prescribe for the patient. But 
what is important to this subcommittee, in trying to understand what 
is reproduced on that chart, on the easel over there to your right, which 
is exhibit 12, whether the representations that are made to the phy- 
sician for particular drugs are fair or not. Physicians are very busy 
people. They try to see great numbers of patients. They must rely 
upon information that comes to them in evaluating these new drugs 
as they come onto the market. We have already heard from the Food 
and Drug Administration and we have heard a great deal on this sub- 
ject generally. You might have recalled recently seeing in the paper 
that the Food and Drug Administration has announced in the Federal 
Register that it is going to look into these forms of promotion to the 
physician. They had conceded when they were before us here that 
they had jurisdiction in a case that went to the Supreme Court, that 
short of what appeared in the actual journal itself as advertising was 
labeling. 

Heretofore it would appear that in the matter of brochures they 
were very careful. But beyond that it would appear on this record 
that they had been very lax in seeing to it that fair and nonmisleading 
statements went to the physician. 

Tf the doctor does not get the truth, that means that the drug 
might harm as well as do good, and the doctor would not be in a very 
good position, would he, in trying to evaluate a choice of a drug for a 
given patient? 

Dr. Frxuanp. There can be no doubt that the representatives of the 
pharmaceutical companies have a great deal of influence on the pre- 
scription of drugs. And I think also that there cannot be any doubt 
that the quality of information that is given by different drug houses 
raries with the quality of the personnel in that drug house, and also 
with the integrity of the individuals in these drug houses. 

I think that while we can blame some for bad manners, others are 
good—and perhaps one can also say that some of these individuals do 
not—well, perhaps they outdo their instructors in what they do in 
order to try to promote a drug. That, I donotknow. I do havesome 
personal contact occasionally with detail men who come in. But I 
think in recent years they have not come to instruct me on the use of 
drugs the way they used to. So I do not know whether that instruc- 
tion is good or bad. But there was a time when they really tried to 
instruct me. 


Senator Keravuver. And instruct you when you know a whole lot 
more about it than they do. 
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Dr. Fintanp. Exactly. They came to tell me about a drug I was 
working on, and they did not know that I was. 

Mr. Drxon. Drug companies, no doubt, are like any other under- 
taking in America. They are in business for the profit motive. They 
must sell their product to make a profit. 

What we are particularly interested in here is why certain shares 
of a given market are vested largely in certain companies. What 
causes that? Promotion is a very definite part of that process. 
When a company is trying to promote or sell something, did it truth- 
fully disclose things, did it say the right thing, did the doctor get the 
message, how did it come to the doctor ? 

Will you look at this chart over here, Doctor, that is in the record 
as our exhibit 12. It depicts the shares of the market in the broad 
spectrum field. 

You will notice in the lower part of the first column—Lederle’s 
tetracyclines—that Lederle has 17.6 percent of hospital purchases, 
and above, that they have some 32 percent of new prescriptions. 

You will notice in the next column, Parke, Davis, for the product 
chloramphenicol, which is sold as chloromycetin, has 47.1 percent of 
hospital purchases, and 14.7 percent of new prescriptions. 

Now, Doctor, we have heard these products described. We under- 
stand, from your statement, that you participated, together with 
others, in the National Research Council group that was appointed 
here. 

It is true, is it not, sir, that Chloromycetin is a potent, effective 
drug? 

(Exhibit No. 12 may be found on p. 13655.) 

Dr. Finuanp. Yes, it is. 

Mr. Dixon. Would you give us any explanation of the share of this 
market that you might draw from the figures depicted on that chart? 
Take hospital purchases, for instance, 47.1 percent for Parke, Davis. 

Dr. Fintanp. I am not interested in the share of market, sir. That 
is your interest. My interest is whether they are properly prescribed. 
And that is what you are asking my opinion on. 

Mr. Drxon. That is what I am getting at. 

Dr. Frnuanp. Well, I think you will find that if you pick the date— 
the interrelationships of these curves in the hospital would vary a 
good deal, one, with the hospital that you chose, and the other with 
the year in which you chose the hospital or the hospitals from which 
these data were obtained. 

Now if you chose my hospital in 1952, perhaps you would not have 
all of these drugs, but some of them would be there, and Chloromycetin 
would be a very small column, and the tetracyclines would be a very 
large column. But now I regret to say, not because we are negligent, 
or because we have been brainwashed by Parke, Davis, but because in 
our hospital the staphylococci have become less and less sensitive to 
all these other antibiotics, and are still sensitive to this antibiotic, we 
use much more chloramphenicol than we did before. 

Mr. Dixon. You made that very plain in your statement. In 
other words, it is at the hospital where you will find that, is that 
true? 

Dr. Frntanp. Exactly. 

Senator Keravver. Let him go ahead. 
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Dr. Frnuanp. I will explain it to you. 
Now in our hospital at present, I do not know whether it is exactly 
this figure—as on this chart—because I was not given an oppor- 
tunity—and it would take me several months—to get this information, 
if you had asked me to give it to you; but I think we use a tremen- 
dous amount of this drug now. We use it under very special condi- 
tions, and for special indications. We use it largely for staphylo- 
coceal infection, and certain urinary tract infections, which are not 
susceptible to other drugs. I am talking about Chloromycetin. 

Now, it is also true, as I mentioned earlier, that there is a sort of an 
equilibrium being established between the hospitals and large com- 
munities—between the hospitals and the communities. 

We have recently made a study of the staphylococci in our out- 
patient clinic, where individuals have come in for the first time and 
have never had any drugs before, and they for the first time come in 
with boils. These boils are lanced and a culture made from the ma- 
terial, and the staphylococci are tested. 

Now when we did this several years ago, and when others did it, 
they found very few resistant organisms in the community. Now we 
find that the percentages of organisms resistant in the community 
are rapidly approaching those in the hospitals. That has also been 
shown, for example, in a study in Seattle, where infants were being 
delivered in a hospital, and then it was found that many of the chil- 
dren in the families of those infants, after they got home, acquired 
infections with staphylococci which had been originally acquired by 
the babies in the hospital. Now this is an unfortunate situation with 
which we are concerned at present. And it is therefore not sur- 
prising. 

Now if you ask me whether this percentage that is so high for one 
or another drug is proper use by the physician, I am not sure I can 
answer that, because my practice is in a hospital, and I try to teach 
the physicians there the good methods of practice. 

Now physicians in the community also are at a disadvantage as 
compared to physicians in a hospital, you must understand, because 
they are called from one patient to another, they see one patient after 
another. They cannot always do all of the testing that is necessary, 
not only beforehand, but even to check on the things which they have 
done, perhaps properly or improperly. Therefore, a physician has to 
try to be circumspect in his choice of drugs, and if he thinks there 
is a possibility that a patient has an illness for which a drug might 
be effective, that he does not want to lose the opportunity to give the 
patient the advantage of that treatment. 

Senator Keravuver. Let me see if I understand this hospital ques- 
tion. 

Chloromycetin, according to your statement, fell into some disuse 
back in 1951 and 1952, when the matter was under study. Tetracy- 
cline and other antibiotics were used greatly in the hospitals. Then 
resistance was developed to those drugs by the germs, but not in the 
ease of chloromycetin, because it had not been used much during 
that period. 

Dr. Frnuanp. Well, there is another reason beside that. 

It just happens that as compared with tetracyclines, and some 
other antibiotics, like penicillin, the resistance is not easily developed. 
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or acquired, by the staphylococci to Chloromycetin. This is the one 
reason why I, as a matter of fact, have been among the first who 
recommended Chloromycetin to be used in combination, not in com- 
bination in a capsule, but to be prescribed together with certain 
other antibiotics, namely, those which have a greater tendency to make 
organisms resistant, or to increase the number of resistant organisms 
in the patient. 

The reason we recommended that is because in a study of many 
different pairs of drugs—individual drugs and pairs of the same 
drugs—it was found that with the staphylococci that we tested, at 
least—it was more difficult to make them resistant to chloramphenicol 
alone than it was with tetracycline or penicillin or streptomycin or 
Erythromycin alone and when we combined streptomycin, let us say, 
with Chloromycetin, we were able to maintain, with this combination, 
the organisms susceptible to the combination through many subcul- 
tures of the combination, whereas when we used an individual one, 
like streptomycin, the organism would become very highly resistant 
after a very small number of subcultures. 

Mr. Drxon. Doctor, on page 7 of your statement, you recounted 
that the council met, and eventually a warning was required by the 
Food and Drug Administration in labeling, and advertising for this 
product that went to the doctors. 

Dr. Frnuanp. Well, this was a recommendation to the Food and 
Drug Administration, that this was the way they felt it should be 
done; yes. 

Mr. Dixon. That is correct. 

Do you know of any other broad spectrum drug where the council 
or anyone else has made such a recommendation, or the Food and Drug 
Administration has required the warning which you recited in your 
statement ? 

Dr. Finuanp. Well, first of all, the National Research Council does 
not do these things as a matter of course. They only provide advice 
to the Government or its agencies when they are requested to do so. 

Mr. Dixon. On this drug they are requested. 

Dr. Frnzanp. I do not know that they have been requested for any 
other drugs. At least, I have not participated in any specific requests 
for any other drug; yes. 

Mr. Drxon. At least on this one they were requested. You met, you 
made your recommendation, and the Food and Drug Administration 
issued its requirements. 

Mr. Chairman, I think these two exhibits should be made for the 
record No. 79, which is the letter of August 7—— 

Senator Kerauver. That is the National Research Council letter to 
the Food and Drug Administration, by Dr. Winternitz, M.D., chair- 
man of the division of medical sciences. 

That is the group on which you served when you made the evalua- 
tion of Chloromycetin ? 

Dr. Finuanp. Yes. 

(Exhibit No. 79 may be found on p. 15833.) 

Mr. Drxon. Exhibit 80, the press release of August 14, 1952. 

Senator Keravver. Exhibit 80 is the Food and Drug Administra- 
tion statement. 

(Exhibit No. 80 may be found on p. 15834.) 
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Mr. Drxon. That is the press release setting forth the new require- 
ments for labeling and advertising of Chloromycetin. 

Senator Keravuver. I think the important part of it is in the first 
and second paragraphs: 

The Food and Drug Administration of the Federal Security Agency an- 
nounced today its decision to permit the continued distribution of the anti- 
biotic drug Chloromycetin under revised labeling that will caution physicians 
explicitly against its indiscriminate use. 

Charles W. Crawford, Commissioner of Food and Drugs, said “The Adminis- 
tration has weighed the value of the drug against its capabilities for causing 
harm and has decided that it should continue to be available for careful use 
by the medical profession in those serious and sometimes fatal diseases in which 


its use is necessary.” 

Then on page 3 it carries the labeling that was required. 

Mr. Dixon. Dr. Finland, on this chart, exhibit 12, under “New 
prescriptions,” chloramphenicol is represented as enjoying 14.7 of the 
new prescription field, separate and distinct from “Hospital pur- 
chases. 

Do you have an opinion as to whether Chloromycetin should be used 
in new prescriptions for ailments other than those for which it is 
the drug of choice such as typhoid fever, as we understand it? 

Dr. Frxtanp. I would object to the use of this drug, or any other 
drug, when it is not indicated, because I think that all drugs—even 
the most innocuous—do have potentialities in a very roundabout way 
of producing harm, such as in the roundabout way which I have in- 
dicated. 

Mr. Drxon. You describe harm in two ways: One is the buildup 
by unnecessarily exposing the patient to a broad-spectrum drug when 


he does not need it. As to the other one, as I understood it, you said 
the toxic effect. 


Dr. Frnuanp. That is right. 

Mr. Dixon. It was the toxic effect that you were dealing with at 
the research council where you made your recommendation ? 

Dr. Frnuanp. Yes. 

Mr. Dixon. So Chloromycetin, in addition to the harm of building 
up general resistance, has a toxic effect ? 

Dr. Frntanp. That is correct. 

Mr. Drxon. As you said, you would object to any broad spectrum 
drug when it was not needed ? 

Dr. Frnuanp. Or any drug. 

Mr. Dixon. This one, though, has something a little special to it? 

Dr. Frnuanp. That is right. 

Mr. Drxon. It has a toxic effect ? 

Dr. Frntanp. That is right. 

Mr. Drxon. So it is a little more than just exposing a person to 
something that might build up a resistance. He might get a very 
serious side effect here ? 

Dr. Frnuanp. That is correct. 

(At this point in the proceedings, Senator Hruska entered the 
hearing room. ) 

Senator Keravver. Dr. Finland, this is Senator Hruska, who is a 
distinguished member of this committee. 

Mr. Drxon. The reason I called your attention to the 14.7-percent 
share of the market for Chloramphenicol, would you think it 1s quite 
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serious for that percentage of new drug prescriptions to be prescribed, 
for which it is not necessarily the drug of choice; for instance, in 
Rocky Mountain fever or typhus fever ? 

Dr. Frntanp. I have stated, and I will reaffirm my statement, that 
it is the duty of the physician to weigh the benefits of the drug that 
he prescribes against the potential harm that it might produce if a 

hysician finds that a certain drug—if he knows that a certain drug 
is potentially toxic and may produce some serious ill effect. 

It is up to the physician to decide whether the illness which he is 
treating is serious enough to warrant whatever risk—that is, what- 
ever risk is involved. 

If he is treating an illness that produces, we will say, a 50-percent 
mortality, and he feels that this drug has a better chance than any 
other to cure this illness, then he is justified in prescribing it. 

But even if it had much less of a risk, if there was much less of a 
risk, he would still be justified, for this reason : 

You take in our hospital, with all of the use that we put Chloro- 
mycetin to, with the hundreds of patients that we have treated, I per- 
sonally have never seen a fatal case such as has been described from 
Chloromycetin. 

This must mean that it is not as frequent as one might have been 
led to believe by the early publicity. In fact, when we were sitting 
and debating this issue, it became clear that a fatal case might not 
arise in more than 1 in 10,000 cases treated with this drug, or even 
fewer; and many illnesses, perhaps many other serious illnesses, might 
occur in more than 1 in 10,000 cases, such as those that are treated with 
this drug. 

Therefore, some physician may take it that the risk is not so great. 

Now, that is what makes a doctor a good doctor; if he knows which 
is the best drug, the least toxic, and the most effective. 

Senator Keravuver. Doctor, in talking with you a little while ago 
before we started our hearing, you stated that in your hospital, in 
the use of Chloromycetin, you followed closely the recommendations 
of the Food and Drug Administration and the National Research 
Council and took frequent blood tests to see what was happening; and 
that if you found that there was any indication that it might turn out 
bad, you ceased using the drug. 

Will you describe what you do for the committee ? 

Dr. Frntanp. I don’t quite get what the question is, Senator. 

Senator Keravuver. I said: Will you describe what kind of pre- 
cautions you take, or what tests you make, when you use Chloromy- 
cetin ¢ 

Dr. Frntanp. I think that most physicians and hospitals who have 
available facilities for doing large numbers of blood counts, that they 
would do a blood count before starting Chloromycetin, and they would 
repeat the blood count if the drug was continued for weeks. 

They would perhaps do a blood count every week—at least, in a 
teaching hospital they would. In other hospitals I am sorry to say 
that the laboratories are so overworked that they can only do it 
at perhaps less frequent intervals than we do. 

Senator Kerauver. Have you discontinued the use of Chloromy- 
cetin after starting it, based upon what you found in the blood count ? 

Dr. Frntanp. We have occasionally discontinued it when we felt 
that the blood, the red blood count or some other blood element, was 





13950 ADMINISTERED PRICES 


lower, or had reached a point to suggest that they might be having 
a toxic effect. But, on the other hand, where we have had serious 
cases, we had at that point to reevaluate the situation and say, “Now 
if we do not continue this drug, and if we do not have another one, 
the patient may die as a result of this infection, so we have to take 
this risk,” and, therefore, we do at times continue it. 

Senator Kerauver. What kind of serious case? 

Dr. Frntanp. We might have a serious case of staphylococcal endo- 
carditis, for example, where the mortality would be 100 percent, or 
say, some bacteriemias with blood stream invasion with staphylococci 
where mortality might be, say, 30 percent or more. 

Well, a 30-percent mortality is nothing to weigh—it is very easy 
to weigh that against a risk from toxicity that is so small, as I have 
mentioned. 

Senator Keravver. All right. 

Mr. Dixon? 

Mr. Drxon. Doctor, on that point you made reference, I believe, 
to an article to the Council on Drugs, in the Journal of the American 
Medical Association of April 30, 1960. 

I think, Mr. Chairman, that ought to be made a part of the record 
as exhibit 81. 

Senator Kerauver. This is the report to the Council on Drugs of 
the American Medical Association of April 30, 1960. 

That will be exhibit 81. 

(Exhibit No. 81 may be found on p. 15837.) 

Senator Kerauver. Then there is another article, of June 28, 1952, 
which will be made exhibit 82. 

(Exhibit No. 82 may be found on p. 15839.) 

Mr. Drxon. Doctor, in exhibit 81 I notice this paragraph, to which 
you made reference : 

Although the warning statement specifically cautions against the indiscrimi- 
nate use of the drug or against its use for minor infections, an examination 
of the reports received by the registry reveals that the drug has been used in 
such conditions as upper respiratory infections, including the common cold, 
bronchial infections, asthma, sore throat, and tonsillitis, miscellaneous urinary 
tract and ear infections, undiagnosed low-grade fever, and even disseminated 
lupus erythematosus, gout, eczema, malaise, and iron deficiency anemia. It is 
incumbent upon a physician when he prescribes chloramphenicol that he care 
fully weigh the need for the drug in relation to the risk of possible serious 
toxic effects. 

In what I have just read, what appears to be quite important and 
worthy of note is whether blood tests are being made in all of these 
minor infections that are being warned against. 

Dr. Fryuanp. Well, I cannot say that all physicians in practice 
do blood counts. I would say that the minorit of them do, and I am 
afraid that one would have to say that many of them use Chloromyce- 
tin or chlormaphenicol and do not do blood counts. 

But, there again, I think if you take the physician and he says, 
“Well, I have got to see 20 sick patients. Am I going to take a blood 
count and look after one in 10,000 possibilities, or shall I go on and 
treat this patient and come and Soke at him again, especially if I am 
not going to treat him for very long?” I think you can find some justi- 
fication, perhaps, for the physician making his decision in light of 
this statement. 
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Mr. Drxon. Would you think that the 14.7 percent on exhibit 12 
would represent a great number of such cases that you have just 
described ? 

Dr. Finuanp. Cases in which it was used ? 

Mr. Dixon. For minor infection. 

Dr. Frnuanp. Oh, I am sure it must represent—a very large pro- 
portion must represent those cases. 

Mr. Dixon. Then it becomes very important, does it not, as to the 
representations that went to the general practitioners and whether all 
of these requirements were met in the advertising and in the various 
forms of promotion that came to him? Wouldn’t you think that would 
be very intrumental in whether he made this drug the drug of choice or 
whether he carried out the test that was suggested ? 

Dr. Frntanp. Well, I would hope that that would influence him, yes. 

Mr. Drxon. That is all I have, Mr. Chairman. 

Senator Kerauver. We are talking about medical matters and I 
think it would be well for you to tell us just what are blood dyscrasia 
and aplastic anemia, which are referred to in the National Research 
Council’s report, and also the Food and Drug Administration’s 
warning. 

Dr. Finuanp. Well, a blood dyscrasia means some disorder of the 
blood or the blood forming mechanisms, and various drugs can produce 
various disorders. The first of these antibacterial drugs, sulfanil- 
amide, caused some very, very serious Ones in some patients who were 
getting sulfanilamide, after a very short time. One of my colleagues 
was sick with scarlet fever, and we came to visit him; he looked as 
though he was very short of breath and a little pale. He had only been 
under treatment for, I think, 36 hours, and a blood count at that 
moment. indicated that he had lost more than 20 percent of all his 
circulating red blood cells, and he had to have a very large transfusion 
immediately. This is called acute hemolytic anemia, which is one of 
the blood disorders produced by sulfanilamide, and it was not an infre- 
quent one. As new sulfonamide drugs were developed, this fortu- 
nately became much less frequent, and in fact it is almost never ob- 
served today, with the new sulfanilamide derivatives. And I might 
say—this might be a good point to make here—that the drug houses 
and the chemical firms have done a lot of work in this field, and in 
others; whenever they observe toxic effects—they try to modify their 
drugs, and modify the chemical constituents of drugs in such a way as 
2 — some of these bad effects or improve the effectiveness of 
their drugs. 

And I am sure that both Parke, Davis and if you read the literature, 
or scan it the way I do, you find that there have been—I don’t know 
how many to say—thousands, perhaps, of derivatives of chloromycetin 
that have been prepared. But either they have never reached the 
clinical testing stage, or when they are tested, they were found to be 
not as good, or more toxic. 

a other dyscrasias that might occur may involve the white blood 
cells 

Senator Kerauver. What is aplastic anemia ? 

_Mr. Frxtanp. Aplastic anemia is a condition in which every func- 
tion of the bone marrow, that is the function to produce all the various 
elements of the blood, are lost—that is both the white blood cells and 

35621—61—pt. 2423 
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the red blood cells, and the platelets—and this results in a deterioration 
of all the elements of the blood, so that there is a progressive anemia, 
and progressive loss of white blood cells, etc. 

Senator Kerauver. What per centage of aplastic anemia is fatal ? 

Dr. Frntanp. I would say that aplastic anemia is a highly fatal 
disease, if the diagnosis is properly confirmed. That is, if it is a 
progressive one, and you don’t find an agent which you can remove, 
which is the cause of it, it is highly fatal, perhaps—well—s0 percent. 
But I am not certain, because I don’t have that information at my 
fingertips, as to exactly what the aia: i 

Senator Keravuver. In the report to the council on drugs, exhibit 
81, it says that the Subcommittee on Blood Dyscrasias recognizes that 
chloramphenicol is a valuable antibiotic today and that it is also the 
opinion of the subcommittee that there is no longer a reasonable doubt 
that chloramphenical may cause aplastic anemia. 

Do you agree with that ? 

Dr. Frntanp. I have felt that way. However, I think there was 
some doubt expressed by some people in the committee that this might 
not be an incidental treatment of patients who had the disease, and 
it wasn’t recognized. I might say that a very eminent scientist asked 
a very pertinent question “at the time, namely, how many patients 
would there have been with aplastic anemia among the 10 million 
people that had been treated with chloramphenicol, and just happened 
to be given this drug for a cold at this time, and because they were 
treated for a cold, somebody finally recognized, or finally got to see 
them as a doctor, and then finally recognized that they had anemia, 
which turned out to be fatal. 

Now, this is always a question in every physician’s mind when he 
is treating a patient, and he is giving a drug—what part the drug 
plays and what part some underlying disease, or the original disease 
that he is treating, plays in the symptoms he observes. And this is 
not always a very easy thing to determine. 

Senator Keravuver. Isn’t it true that in the case of Chloromycetin, 
the damage may not be discovered until weeks or even months after- 
wards ? 

Dr. Frnuanp. That is correct. But that would also be true in the 
event that the patient who was being treated with Chloromycetin hap- 
pened to be breeding this disease, and then 6 months later has it fully 
blown. Now, do you know whether the drug was the thing that pro- 
duced this disease, or whether now it is so manifest that you can make 
the diagnosis. I think this is something which is not very easy to 
determine in individual cases. 

Senator Krravuver. Of course, there would have to be a post mor- 
tem, with a hematologist present. 

Dr. Frxtanp. Even if you have this (the post mortem)—nobody 
will deny that the patient had aplastic anemia at the time he died. 
Nobody will deny that the patient had Chloromycetin. What. can be 
denied, or what can be questioned is what relationships the chloro- 
mycetin had to this patient’s aplastic anemia and to his death. 

‘Mr. Dixon. Doctor, one thing is certain. In 1952, when this prob- 
lem was referred to the council, it made its recommendation that 


there were those among the medical fraternity who thought the drug 
should be withdrawn entirely. 
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Dr. Fintanp. That is correct. 

Mr. Dixon. And considering the problem, the council obviously 
felt that the drug, under proper supervision and use, was valuable 
enough to be kept on the market, but only if this warning appeared. 
In other words, this was the opinion—the compromise, we » might say, 
or the decision—and then the Food and Drug Administration promul- 
gated its regulation. 

Dr. FINLAND. May I call your attention to the last statement of the 
council, 

Mr. Drxon. That is exhibit No. 79. 

Dr. Fin.anp (reading) : 

No. 4. In view of the paucity of information at the present time, the confer- 
ence hopes that further study of serious reactions to chloramphenicol and other 
drugs will be promoted. 

They felt that there was not adequate information upon which they 
could do anything more than express caution, and they felt justified 
only in recommending that the doctors be put on notice. 

Mr. Dixon. You do know, do you not, that doctors did make 
further study, or that the Food and Drug Administration did # 

Dr. Frxuanp. Well, the studies were made in many places. 

Mr. Drxon. In 1960, in the article you referred to, that the chair- 
man was reading from, exhibit 81, there is this closing sentence : 

Therefore, judicious use of the drug must be the rule, and it should not be used 
prophylactically, in trivial infections, or in infections in which other, less 
dangerous antibiotics, may be used effectively. 

If I understand that, it says there are a number of antibiotics that 
you can choose from. You should not choose chloramphenicol in a 
minor infection where you could choose a less dangerous antibiotic. 

Dr. Frxtanp. I would endorse that statement very heartily. 

Mr. Dixon. That is all I have. 

Senator Hruska. Doctor, it was with great interest I heard your 
testimony about the lack of any evidence, at least insofar as your 
personal observation is concerned, as to any fatalities in regard to the 
use of Chloromycetin. However, you did describe these cases where 
perhaps as a result of its administration, or associated with its ad- 
ministration, there is either a lighting up of some dormant condi- 
tion, or there is an aggravation of some dormant condition. 

Dr. Fintanp. That is right. 

Senator Hruska. And you say it is difficult to say just what causal 
relationship might exist between the two. 

Then we get into the field of a caution as to Chloromycetin and 
soon, and that there should be judicious use of it. 

Reference was made to the American Medical Association Journal 
of April 30. 1960. I notice in the American Medical Association News 
of May 2, 1960, there was a statistic which indicated that there were 
— fatalities in blood transfusions that came to about one in 

200, 

Certainly some of these same considerations arise in connection with 
even such a simple standard operation, relatively speaking, as a blood 
transfusion. Isn°t that true, Doctor ? 

Dr. Frntanp. I would object only to the description of a blood 
transfusion as a simple procedure. 
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Senator Hruska. I qualified it by saying “relatively simple,” having 
in mind the great efforts that are apparently being made here, by 
cross-examination of you, to show that it is a terrifically difficult, 
complex, mysterious, and almost metaphysical process to be pr escrib- 
ing Chloromycetin. I thought perhaps on a relative basis it is rela- 
tively simple to give a blood transfusion. Maybe I am wrong. 

Dr. Frntanp. [ think it is much simpler to give a patient Chloro- 
mycetin than to give a transfusion. There is no question about that. 
But I don’t quite understand the import of your question. 

Senator Hruska. You have not observed any fatality in the case 
of Chloromycetin. Here is a reported fatality rate in the case of 
blood transfusions of 1 out of 1,200. Doesn’t that kind of indicate 
that perhaps the drug is not as dangerous, not as toxic, not as poten- 
tially dangerous, or that it is administered carefully and judicially, 
and that these instructions and cautions which are to be placed with 
it, have served a purpose? Would that not seem to be indicated ? 

Dr. FINLAND. Well, I have already expressed that. I feel that there 
has been some caution certainly in many places, in hospitals, I think 
perhaps where the most serious infections are treated, and they are 
using it with caution. I think the fact that we don’t have a multiply- 
ing ‘umber, but rather a diminishing number of reports of these 
serious complications, indicates that—w ell, either this isn’t the cause 
of these—or at least many of these serious illnesses, or that people 
are perhaps not using it—are using it more wisely, and watching for 
complications, and avoiding them. 

Now, you see, there were a number of cases recorded in this paper 
(exhibit 81) of paucytopenia (which may be cases of aplastic anemia) 
among which some patients, about 45 percent, had gotten chloram- 
phenicol, but they couldn’t determine whether this anemia was the 
result of this drug or of some other c ause, and there were only 34 out 
of the 223 patients with paucytopenia in whom Chloromycetin was 
the only drug given. 

Now, that means 34 cases reported from all over the country in 
7 years (between January 1953 and January 1960). 

‘Of course I am not sure how much the attempt of the American 
Medical Association to gather all of the toxic effects, all the reports, 
has been successful. So I don’t know what proportion of all the 
cases this represents. 

I think they have repeatedly tried to interest physicians in report- 
ing all serious effects of drugs in this particular field, especially, be- 
cause of this statement of the Council that more information is neces- 
sary. So if we assume that there were 34 deaths since 1952 that are 
reported, in which Chloromycetin was the only drug used, I think 
you would have to consider that perhaps it is not quite as dangerous 
a drug as it was thought to be. I think that is the only cone sJusion 
one can reach. But one must also conclude that it is possible that this 
drug did cause some deaths, or at least it seems reasonable to assume, 
that some cases have died as a result of this drug on the basis of thie 
information available. 

Mr. Drxon. Senator Hruska, on that point, I just wonder if the 
Doctor has had these statistics called to his attention. They 


just came 
to our attention. We were just able to get them, in fact. 
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With respect to the use of chloramphenicol in the United States 
in the year 1956, there were 27,320 kilograms of chloramphenicol cer- 
tified in dosage form. That rose in 1959 to 50,071 kilograms. That 
is an increase between 1956 and 1959 of 83 percent. 

The Public Health Service reported there were 656 recorded deaths 
from aplastic anemia in 1956. That has risen in 1959 to 920; an 
increase of 40 percent. 

This, as we would understand it, is not represented to be the com- 
plete total. 

Dr. Frytanpv. That is correct. 

Mr. Drxon. There are, of course, those that are not reported, but 
your statement, in answer to the Senator’s question, was to the effect 
that you thought this figure might be going down. Have you ever 
seen these figures, or had them called to your attention ? 

Dr. Finztanp. No, but I will accept these figures as presented. 

I do not know what details they went into. But since 1956, or shortly 
before that, there have come into use a number of drugs, for example, 
for the treatment of cancer, which produce very similar effects and 
much more rapidly and with much more certainty, and there is not 
any indication from these figures—at least the part that you have pre- 
sented to me—as to what these deaths were due to; and until this is 
done- 

Mr. Drxon. We do not know that. 

Dr. Finuanp. This is exactly what I am trying to point out, and 
that is, that information of this sort as implicating one cause is im- 
proper unless and until the information, the basic information, the 
original information upon which this is based is available for study. 

Senator Hruska. May I ask, Mr. Dixon, whether the figures that 
you have cited for 1956 and 1959 are fatalities allegedly due to—— 

Mr. Dixon. Aplastic anemia. There is no breakdown. 

Senator Hruska. Is there any evidence in the record on those figures 
of the use of chloramphenicol ? 

Mr. Dixon. The only evidence that I recited was that during that 
same period of time chloramphenicol was being certified for use gen- 
erally over the United States between 1956 and 1959 in an increased 
amount of 83 percent. 

Senator Hruska. Exactly, and we have every right, haven’t we, to 
assume in any direction we want to. There are some who would want 
to assume that the deleterious effects of the drug would reflect them- 
selves in this figure here. There are others who might contend that 
the drug was so effective and successful that the figure was not only 
not higher, but that none of the fatalities reported in 1959 are neces- 
sarily due to the use of chloramphenicol. 

After all, just because it is used more does not mean it is bad. Why 
can’t we assume it is good ? 

Mr. Dixon. I am not contesting that it is good, but the doctor, as I 
would understand it, thought the figures were going down a bit. 

I had in mind, Senator, the Journal of the American Medical As- 
sociation article that Dr. Finland himself referred to, dated April 30, 
1960, whose first sentence reads: 

With an increase in the receipt of reports by the Registry on Blood Dyscrasias 


in which chloramphenicol is associated with the development of a blood dyscra- 
Sia, it becomes important once more to review briefly the toxic effect of this drug 
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on the blood-forming organs of sensitive persons. The paucity of recent publi- 
cations in the American literature should not be construed to mean that the 
reports of chloramphenicol-induced aplastic anemia some years ago were merely 
a chance association. There have been numerous reports in more recent years 
of chloramphenicol-induced aplastic anemia in the foreign literature. Between 
January 1953, and January 1960, the Registry on Blood Dyscrasias has received 
a total of 223 reports of pancytopenia; of these, 19 were cases in which chlor- 
amphenicol had been administered. Of the 19 cases, there were 34 instances in 
which chloramphenicol was reported as being the only drug given. 


In other words, according to this journal article it is recognized 
that this blood dyscrasia problem i is on the increase and is not on the 
decrease. 

Senator Hruska. Yet, in only 34 cases was chloramphenicol the 
only drug used, and it is that statistic which Dr. Finland had referred 
to when he spoke of this decrease in cases. 

Was that not the fact, Doctor ? 

Dr. Finuanp. Yes. 

But even assuming that Chloromycetin was the cause of death of 
some of these cases between 1952 and today, the use of Chloromycetin 
has multiplied severalfold during these years. 

Mr. Drxon. Eighty-three percent. 

Dr. Frxtanp. Therefore, if the assumption is correct that these 
cases that are reported as due to Chloromycetin are, indeed, due to 
that drug, one would expect an increase. Actually, the increase is 
not as much as might be expected on the basis of the total increase 
in . 

Now, I do not want to go on record as saying that I don’t believe 
that Chloromycetin has produced cases of aplastic anemia. 

I think that the evidence suggests very strongly that some cases 
have been due to this drug. I think the evidence is not clear as to 
what proportion of the cases in which this drug has been implicated, 
or thought to be, or reported as being the cause, were actually caused 
by this dr ug. I would think that the number of cases is smailer than 
the total number to which this toxic effect has been ascribed. 

Mr. Cuumpnrts. I just wanted to bring out one point, Dr. Finland. 

Earlier you stated to Mr. Dixon that the matter of the percentages 
on that chart, exhibit 12, as far as concentration goes, is our business. 
You don’t even want to direct yourself to that. 

What you are directing yourself to is: Is the drug properly used ? 

Dr. Frxtanp. That is my only interest. 

Mr. Crumeris. And then there was nothing in your testimony 
which would reflect one way or the other, if there i is any concentra- 
tion, what causes that concentration; is that right? 

Dr. Frxtanp. No, there is nothing in my testimony one way or the 
other. 

Mr. Cuumeprts. Because Mr. Dixon concluded with one question 
there at the end and you answered it, and I just wanted to be sure 
that the record showed that no inference should be taken from that 
that would indicate that you were trying to state one way or the 
other, if there is concentration, what causes that concentration. 

a is our problem and you "do not even want to testify to that? 

*. Frntanp. That is correct. I do not believe I could. I am not 

an ahewhs on this business. 
Senator Hreskxa. Dr. Finland, on behalf of the chairman, who 
stepped out of the room to keep another appointment, and on behalf of 
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the committee, I want to thank you very much for taking of your 
time, as you have, and making the contribution you did. 

It has been a valuable one and a very pleasant and instructive 
session. You are excused as a witness, and the committee will stand 
adjourned until ce 

Dr. Frytanp. Thank you very much. 

(Whereupon, at 12:40 p.m., the hearing was adjourned, to recon- 
vene at 2 p.m., the same day.) 


AFTERNOON SESSION 


(Present at the convening of the afternoon session: Senators Ke- 
fauver and Hruska.) 

Senator Kerauver. The committee will come to order. 

Mr. Loynd, will you and Mr. McGregor please come around? 

Our witness is Mr. Harry J. Loynd, president of Parke, Davis & 
Co., Detroit, Mich. Glad to have you with us, Mr. Loynd. 

Mr. Lornp. Glad to be here, Senator. 

Senator Kerauver. And I believe with you is Mr. Kenneth Mc- 
Gregor, vice president, general attorney, and secretary of the cor- 
poration. 

Mr. Loynp. Correct. 

Senator Kerauver. Is that his complete title? 

Mr. Loynp. All up to date, Senator. 

Senator Kerauver. Do you have a statement you wish to make, Mr. 
Loynd? 


STATEMENT OF HARRY J. LOYND, PRESIDENT, PARKE, DAVIS & 
CO., DETROIT, MICH.; ACCOMPANIED BY KENNETH McGREGOR, 
VICE PRESIDENT, GENERAL ATTORNEY, AND SECRETARY 


Mr. Loynp. No, Senator, we decided not to make a statement, for 
maybe two or three reasons. We thought that all members of the 
committee were thoroughly familiar with the history of Parke, Davis 
& Co., the type of work we are doing, the contribution we are making 
to medical science, the products we are producing through research 
throughout the world, for the benefit of humanity throughout the 
world. 

And I thought you were all familiar, too, with our program for 
the future. So in order to save your time, I know you are real busy, 
and our time, I thought it would be good judgment on our part to 
dispense with that part of the program. If it meets your approval, 
we will go on record to that effect. 

Senator Kerauver. All right, sir. 

I have read in the book “The Merchants of Life,” by Tom Mahoney, 
a chapter devoted to Parke, Davis & Co., which I guess you are 
familiar with. Have you read this? 

Mr. Loynp. No, I have not. 

Senator Kerauver. It seems to be an objective, even though gen- 
erally friendly discussion of the beginning of your company, of your 
research and personnel, the people who were in the company from the 


beginning. It is apparently an old company, dating back to the 
1870's, 
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When did you become president of Parke, Davis & Co.? 
Mr. Loynp. April 4, 1951. 
Senator Krerauver. This chapter says you have a full line of ethi- 
cal drugs. Is that correct? 

Mr. Loynpb. We have a full line of drugs. I think it is a little bit— 
I wouldn’t say dangerous—but a little unusual to use the term 
“ethical,” because I think it has been abused. We have a full line 
of good drugs. Some are sold over the counter, about 20 percent 
nog entire list. The balance are sold on doctors’ prescriptions 
only 

At the present time we have about 650 products, put up in 1,200 
packages, in the United States I am speaking of now, Senator. 

enator Keravuver. You have your principal plant at Detroit, Mich., 

and your offices there? 

Mr, Loynp. Correct. 

Senator Keravuver. How large is your organization ? 

Mr. Loynp. Personnelwise, Senator ? 

Senator Keravuver. Yes. 

Mr. Loynp. In the United States? 

Senator Krerauver. In the United States. 

Mr. Loynp. About 6,200. 

Senator Krravuver. About 6,200 employees? 

Mr. Loynp. Yes, sir. 

Senator Keravuver. This book says you have about 10,000 employees 
around the world. 


Mr. Lornp. Well, it is a little over that now. I think it is just about 
20 short of 11,000. 

Senator Keravver. It says that you have 1,458 detail men, 825 of 
them in the United States. Is that about right? 

Mr. Loynp. The United States at the present time, we have 980. 
And we have about 560 in the balance of the world. 

Senator Kerauver. How many countries do you do business in ? 

Mr. Loynp. We do business in practically all countries of the world 
outside of those surrounded by the Iron Curtain. 

Senator Kerauver. Do you have plants in a number of these coun- 
tries ? 

Mr. Loynp. We have 18 plants outside the United States. 

Senator Krerauver. Does Parke, Davis & Co. engage in any other 
kind of business, except the pharmaceutical business ? 

Mr. Loynp. Pharmaceutical and surgical dressing only. 

Senator Kerauver. And you have no affiliation with other compa- 
nies, no holding company that engages in other types of business? 

Mr. Loynp. No, sir. 

Senator Kerauver. What is your net worth ? 

Mr. Loynp. Our net worth, I think the stock net worth is around 
$9.75. It is listed on the New York Stock Exchange this morning, I 
think, at 4214. The difference between the $9.75 and 421 I think is 
confidence the people throughout the world feel about the future of 
Parke, Davis & Co. 

Senator Kerauver. What is your capital investment ? 

Mr. Lornp. Capital investment—just a minute. I do not think I 


have that figure available right now, Senator. I can look it up and see 
that it is placed on the record. 
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Senator Keravver. Reading in this book, which was written, I be- 
lieve, last year, it says: 

The company has financed from earnings $50 million in capital improvements 
in the last 5 years. 

Has most of your expansion been from earnings, or have you issued 
stock from time to time? 

Mr. Loynp. All of our capital investments, at least in recent years, 
have been financed and paid for by retained and current earnings. 

Senator Keravuver. That is for the past 5 years. 

Mr. Loynp. Well, we go back further than that—since I have been 
president. 

Senator Kreravuver. Since 1952? 

Mr. Loynp. 1951. 

Senator Kerauver. Retained and what kind of earnings? 

Mr. Loynp. Retained and current earnings. 

Senator Keravver. In general, what breakdown of your earnings 
do you retain, and what do you pay out to your stockholders ? 

Mr. Lornp. Approximately, for the last 9 years, in excess of 50 per- 
cent in dividends. 

Senator Kerauver. About 50 percent ? 

Mr. Loynp. Yes, sir. 

Senator Keravuver. Or somewhat a little larger than 50 percent. 

Mr. Loynp. Yes, sir. 

Senator Kerauver. We have here your rate of return after taxes on 
net worth and on sales. I do not know if this has been made a part of 
the record or not. 

Mr. Dixon. I do not think it has, Mr. Chairman. It should be 
made 83. 

Senator Kerauver. Make it exhibit 83. 

(Exhibit No. 83 follows :) 


ParKE, Davis & Co. 


Rate of return after tares on average stockholders’ equity, and net profit as 
percent of sales 
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Source of data: Rate of return, Federal Trade Commission profit as percent of sales. Moody’s Industrial 
Manual 1960. 


Senator Kreravver. This is taken from the Federal Trade Com- 
mission and also Moody’s Industrial Manual. 

You had a rate of return on average stockholder’s equity, beginnin 
in 1947, of 25.5 percent. It remained in the twenties until 1953, a 
then dropped to 11.4 percent. For the last 3 years, 1957 has been 25.4 
percent; 1958, 22.7 percent; and 1959, 23 percent. 

Is that about in line with your records? 
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Mr. Loynp. I think that is approximately correct; yes, sir. I know 
the figure on the profit as percentage of sales is correct. 

Senator Krrauver. Then on profit as percentage of sales after 
taxes, for the last 3 years—1957, 17.2 percent ; 1958, 16.3 percent; 1959, 
16.2 percent. 

Mr. Loynp. Yes, sir. 

Senator Kerauver. Is that about right ? 

Mr. Loynp. That is approximately correct, yes. 

Senator Kerauver. American Cyanamid said that their goal was to 
have a net profit on sales after taxes of 12 to 15 percent. Do you have 
any goal like that, or what is your goal ? 

Mr. Loynp. Our goal is approximately 15 percent. 

Senator Kreravuver. On sales? 

Mr. Loynp. Yes, sir. 

Senator Kerauver. How about on stockholder’s equity, net worth ? 

Mr. Loynp. That I would have to do some figuring on, Senator. I 
have not projected it on return of net worth, but we have projected 
it on sales. I might add that I do not think we are going to do that 
well this year. 

That is the thing we are shooting for, but I doubt whether we will. 

Senator Kerauver. I have here the Fortune dir ectory, August 1960, 
of the 500 largest U.S. industrial corporations. I find in “1958 you 

ranked 229th and in 195 19, 236th. That is in size figured upon sales. 
In profits on sales, you ranked eighth in 1958 and eighth in 1959. On 
invested capital, you were 21st in 1958 and 23d in 1959. 

You have seen this, have you not ? 

Mr. Loynp. Yes, sir; I have seen that. 

Senator Kerauver. When did you bring Chloromycetin on the mar- 
ket, Mr. Loynd ? 

Mr. Loynp. On the market, I think it was January 1949. 

Senator Kerauver. We are glad to have Senator Hartke from In- 
diana come to join us. 

Exhibit 14, which is in the record, shows that on March 25, 1949, 
your price for Chloromycetin was $10. That is for sixteen 250-milli- 
gram tablets. On February 1, 1950, you reduced your price to $8; on 
May 1, 1950, you reduced it to $6; on October 1, 1951, your price was 
$5.10, and it has remained constant at that level all during these 
years; is that right? 

Mr. Loynp. I do not think that is quite correct, Senator—if I could 
just review. I think my memory is pretty accurate. 

Our price on Chloromycetin Kapseals, 250 milligrams in January 
1949, was $100 for 100 Kapseals. I do not know whether your records 
show that or not; $100 for 100 Kapseals, January 1949. Today, on 
the same product, the same package, our weighted average price is 
around $27.40. In that period of time, the price has been reduced 
from $100 to $27.40, or 50 cents, I don’t know which is correct. 

Senator Kreravuver. I was just going by the records that we have 
from the American Druggist Blue Book. It starts March 25, 1949. 
The figure that we have is only to the druggist. Your weighted figure 
for sale to hospitals, druggists, wholesalers, Government, everybody, 
is $27 
Mr. Loynp. Just a moment, I will check my memory. 
Senator Keravver. Is that $27.40 or $27.50? 
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Mr. Loynp. $27.50. I stand corrected. I thought it was $27.40. 

Senator Kerauver. Is that per one hundred 250-milligram tablets? 

Mr. Loynp. 100 not tablets, Senator, Kapseals. We do not offer 
the tablet. 

Senator Keravuver. You mean in a capsule, not in a tablet ? 

Mr. Lornp. Not in a tablet. It is ina Kapseal. It is sealed. It 
isa hard gelatincapsule. We call it Kapseal. 

Senator Kerauver. I am trying to translate this $27.50 into the 
figure that we have here from the Blue Book to the druggist. 

Mr. Loynp. I might help you just a little bit, Senator, if I may. 

The percentage of our business-—I will back up a little bit. As you 
probably know, our merchandise is distributed through several differ- 
ent types of outlets. 

No. 1, the Armed Forces; No. 2, the Veterans’ Administration; the 
U.S. Public Health Service; hospitals; wholesalers; and retailers. 

Now, starting from the first category, we have a substantial volume 
of business in this particular product from the Armed Forces, and 
our price, as you possibly know, to the Armed Forces is less than $10 
per 100, 

Our price to the wholesale drug trade is $30.60, less 15 percent. 

And our price to the Veterans’ Administration—-I don’t recall the 
exact figure—is less than $30.60. 

And the druggist in quantity orders can purchase it at less than 
$30.60. 

When you take those figures and average them for the year 1958, I 
understood that was the year in question, the weighted average that 
Parke, Davis & Co. receives, the average price is $27.50. 

Senator Keravver. $27.50 per? 

Mr. Loynp. Bottle of one hundred 250-milligram Kapseals. 

Senator Kerauver. Anyway, the price we have on the table, which 
is taken from the American Druggist Blue Book, says $5.10; since 
1951, you said less a 15 percent discount; is that correct ? 

Mr. Loynp. Fifteen percent to the wholesaler; not the retailer. 

Senator Keravuver. Not to the retailer ? 

Mr. Loynp. Not to the retailer; no, sir. 

Senator Keravuver. Then this is correct: $5.10 to the druggist for 
sixteen 250-milligram tablets? 

Mr. Lornp. That is right. 

Senator Kerauver. That has been unchanged for 10 years? 

Mr. Loynp. That has been unchanged for 

Senator Kreravver. Nine years? 

Mr. Loynp. Nine years is correct. It has not been increased in 9 
years, either, Senator. 

Senator Kerauver. Yes; you manufacture your product synthet- 
ically ? 

Mr. Loynp. I beg your pardon? I didn’t hear you. 

Senator Keracver. | say Chloromycetin is manufactured synthet- 
ically ; isn’t it ? 

Mr. Loynp. Correct; yes. 

Senator Keravver. Isn’t that a cheaper process in manufacturing 
than having to take it from molds, by fermentation, like Terramycin 
and Aureomycin ? 
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Mr. Loynp. I do not know about Terramycin, but I know that we 
can manufacture Chloromycetin synthetically at a more reasonable 
price or a greater yield than we can manufacture the same product, 
which we did at one time, by fermentation. 

Senator Kerauver. In other words, you did manufacture Chloro- 
mycetin by fermentation at one time? 

Mr. Loynp. Yes, sir. 

Senator Kerauver. That is roughly the same kind of process by 
which Terramycin and tetracycline are manufactured ? 

Mr. Lornp. That is correct; yes, sir. 

Senator Kerauver. Then, when did you start manufacturing syn- 
thetically ? 

Mr. Loynp. I would say—and I am not sure about this date—I can 
only roll it back to before I became president of Parke, Davis & Co., 
and it was possibly the early part of 1950, or the latter part of 1949, but 
I can’t say that that is the exact date. It is approximately. 

Senator Keravver. That is when your price came down ? 

Mr. Loynp. I beg your pardon? 

Senator Kerauver. That is when you reduced your price ? 

Mr. Loynp. That is when we reduced our price; yes, from $10 to 
$8.50. 

Senator Krrauver. For how much less can you manufacture it syn- 
thetically than by the fermentation method ? 

Mr. Loynp. I would have to go back to the record. I do not have 
the record on that. 

Senator Knravuver. Can you give us an approximate answer, or to 
the best of your judgment ? 

Mr. Loynp. I will be glad to do it, but, honestly, I don’t know. 

Senator Krrauver. Can you supply that to us for the record ? 

Mr. Loynp. Yes; I think we can supply that for the record. I think 
those figures are still available. ; ag 

Senator Kerauver. We would appreciate your doing so, and it will 
be made a part of the record. 

Mr. Loynp. Thank you, sir. 

Senator Krerauver. As you manufacture Chloromycetin syntheti- 
cally, you improve your process; you have increased productivity as 
you get more and more automation, so that you can make the product 
more cheaply as time goes on; can’t you? 

Mr. Loynp. I think “cheaper” is a relative term. You get to a 
point where, in order to get a greater yield, it is quite an assignment, 
and I don’t think that in the last, I will say, 5 years, we have had any 
material reduction in costs in the manufacture of Chloromycetin by 
synthetic process. 

Senator Krrauver. But you did have some more than 5 years ago, 
during the first 5 years ? 

Mr. Lorynp. More than 5 years ago; yes, sir. 

Senator Kerauver. If you have reduced your cost of manufacturing, 
why have you maintained this same price of $5.10 to the druggist 
all this time? 

Mr. Loynp. Well, we don’t feel there is any justification for reduc- 
ing the price. The fact of the matter is that the costs of all materials, 
labor, research, development, that go into this particular field, we 
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don’t think we can afford to reduce the price any further; at least for 
the time being. 

Senator Keravuver. You have been —_ than your goal 
on profits and your goal of 15 percent is a mighty high profit on sales 
for 3 years now. 

Wouldn’t that justify your making some reduction ? 

Mr. Loynp. May I make an observation at this point ? 

Senator Kreravuver. Yes, indeed. 

Mr. Loynp. I do not believe there is any crime in making money, 
providing you make it—— 

Senator Keravuver. Listen, Mr. Loynd—— 

Mr. Loynp. May I make the observation first, please, Senator ? 

Senator Kreravuver. Let me say that I am not suggesting there is 
any crime in it. 

Mr. Loynp. I am just making an observation. I am not contradict- 
ing your statement. I am just making an observation. 

Personally, I don’t think there is any crime in making money, pro- 
vided you make it honestly and you distribute it properly, and that 
isexactly what we are doing. 

We have, as you know, a great development program throughout 
the world, and it costs a lot of money to produce plants and open re- 
search buildings; and, of course, the first slice that comes out of the 
profit we make, as you well know, goes to our Government for a good 

urpose. 
' We pay our owners or our stockholders a reasonable return on their 
investment, and a large percentage of that dividend goes back to the 
Government for a good purpose, Senator. 

The balance, we try to spend judiciously and in a way that will make 
it possible for people to enjoy better health. And if you will look at 
our record, particularly over the last 10 years, in research and develop- 
ment, I think you can see where a large percentage of that money has 
gone. Wedonot keep it. 

You either have to use it for a good purpose, or you have to declare 
it in dividends, and only last year we spent $13.5 million for a new 
research plant in Michigan, and our budget to operate that one plant 
alone this year is $12,600,000. 

We just built a new research plant in England, at which we are 
Going a considerable amount of basic and true research in the British 

sles. 

We are building a new research and development plant in Australia 
in the animal industry field; and I want to repeat—this is only an ob- 
servation and my opinion—that it is no crime to make money, if you 
make it honestly and distribute it properly; and that is exactly what 
we are trying to do. 

Senator Keravuver. I would certainly agree with you that it is no 
crime to make money’; but, on the other hand, it is much to your credit 
to make money. That is one of the things that you are in business 
for. You have to make money in order to expand, to do other things, 
and to pay your stockholders, to pay the Government. 

_ But 1 do think, sir, that, in addition, there is a public responsibilit 
involved, particularly where you have prescription medicines whic 
gives the patient no choice. He has to buy what the doctor prescribes. 
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The desirability and the necessity of getting the price down so that 
as many people as possible can afford to ~ the drug. Where you 
have a monopoly of a product, as you do in this case, consideration of 
the sick person ought to be weighed against the size of the profit and 
the return that you make. 

In other words, I do not think it is good public policy or good 
corporate policy to make all the profits you can just because you hold 
a patent monopoly and because you have a product that doctors pre- 
scribe and patients have to have. 

Mr. Loynp. Senator, I could never agree with you more. We know 
we have a moral obligation. 

But when we consider that we reduced the price from $100 for 100 
Kapseals to $27.50, I think that is quite a substantial reduction in that 
period of time for any commodity, including Chloromycetin. 

One thing I think we should keep in mind: That I don’t think it is 
a logical conclusion to follow that everybody who becomes ill or sick 
isan indigent case. A small percentage of them are. 

A large percentage can certainly afford to pay the price for medica- 
tion today, and, as Dr. Max Finland alata out this morning, costs 
of medical care, the cost of the drug is a very small fraction of what 
it costs to take care of a sick person today. 

So I repeat: I think our price is reasonable. I think that we are 
giving a service to people, and I can’t see at the present time where 
we can justify an additional decrease in the price of our drug. 

Senator Kerauver. Mr. Loynd, perhaps you have not had the ex- 


perience that many of us have had. There are many families which 
do not want to be indigent. 


Mr. Loynp. Sick without money. 

Senator Kerauver. And who do not want to accept charity, but who 
are in the small income bracket or even in the middle income bracket. 
Where they have an extended illness and where they have to have 
some of these wonder drugs that you make, they find it a mighty 
great burden over a long period of time. To people with children who 
have to buy antibiotics, particularly in the smaller income group, it 
becomes a great burden. 

We have received a great number of letters on the subject. I 
would like for you to look at them sometime. 

Mr. Loynp. I would like to, because I mean this sincerely. I am 
interested in that moral obligation, and I think that you would be 
amazed, if you saw how much of this product. we gave away annually 
to people who have requested help in this particular field. 

I don’t think there 1s anybody living in our country today that can- 
not get drugs or medical care at any time, anywhere, through the city 
health department, the State health department, the county health 
deparment or Federal Health Department, and I agree wholeheart- 
edly, if there are people, they should be taken care of. 

They are entitled to that service in our country today. 

Senator Kerauver. While we are talking about price increases, 
have you made a price reduction since the other companies have re- 
duced the prices of their antibiotics? 

Mr. Loynp. No, sir. 

Senator Kerauver. That was done about August 1. I notice, in 
a Wall Street Journal article, that your Mr. Burrows said that you did 
not expect to make a price reduction ; is that correct ? 








rh 
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Mr. Lornp. I think I said, up to the present time, we have not con- 
sidered the advisability of making a price reduction. 

Senator Kerauver. Do you fair trade your product ? 

Mr. Loynp. In States where fair trade is legal. 

Senator Kerauver. So that, so far as your product is concerned, 
the druggist pays $30.60 a hundred, and the fair trade price that 
you quote on the drug is $49.50? 

Mr. Loynp. Senator Kefauver, I think maybe there is a little con- 
fusion on this subject of fair trade. You cannot fair trade a pre- 
scription product. 

Fair trade only protects the copyright of the manufacturer, and 
the minute the label is removed from the container and put in another 
container, it is not a fair trade product. 

Senator Kreravuver. What is your suggested price to the consumer? 

Mr. Loynp. The only suggested price—to the consumer ? 

Senator Krerauver. Yes. 

Mr. Loynp. We have no suggested price to the consumer. 

Senator Keravuver. I thought you said you fair traded your prod- 
uct. 

Mr. Loynp. I misunderstood you. You said our products. I 
didn’t know that you meant Chloromycetin. 

Senator Kerauver. I meant Chloromycetin, yes. 

Mr. Loynp. No, sir; we do not fair trade Chloromycetin. 

Senator Krrauver. You were talking about research, and I am all 
for research. The figures that we have, based upon your submission 
to the committee, show that out of the sales dollar in 1958, your re- 
search amounted only to 4.8 percent. 


Mr. Loynp. I don’t think I mentioned the percentage, Senator. I 
mentioned a dollar figure. I think it is a big mistake to tie research 
and development to any percentage. You may have a terrific loss in 
a sales volume, and want to double your research to solve a problem, 
to introduce something, to develop something, to pick up that par- 


ticular lag. So I think it is a mistake to use sales percentages when 
you are talking about research budget. 

Senator Krerauver. In any event, your sales are an indication of 
how much business you are doing. We have measured other research 
on the basis of percentage of the sales dollar, and we find that the 
average is about 6.4 percent. And yours is only 4.8 percent. Is this 
about the same percentage of research that you did in 1959? 

Mr. Loynp. 1959, we will spend—in 1959 I think we spent around 
$10.9 million. In 1960, we will spend about $11.6 million. And our 
budget for 1961 will be $12.5 million, plus or minus a few dollars. 

Senator Keravuver. What percentage of sales would that come out 
to! 

Mr. Loynp. Well, I don’t know. We will do $200 million—spend 
12. It will be 6 percent, approximately. 

Senator Kerauver. You said you didn’t fair trade Chloromycetin. 

Mr. Lorynp. Senator, just a minute. May I put one thing into this 
record? You have to be very careful in considering what is included 
when you say “research.” Now, some companies in research put what 
we call true research, basic research, product development, control, 
analytical, medical literature, and the operation of a hospital. Now, 
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if you want to include all of those things in, you will get a figure that 
is much more attractive than you would get if you include what 
we put in research. The only thing that is in our research budget 
and our research figure is absolute research, clinical investigation, and 
product development for clinical investigation—period. ‘There is no 
control, there is no analytical, there is no medical literature, and there 
is no hospital. 

Senator Kerauver. Other companies have said they figure their 
research on the same basis. 

Mr. Lornp. Well, I am sorry—I will have to correct it. 

Senator Kerauver. Maybe you have some information about it that 
we don’t have. 


Mr. Loynp. Pardon me for interrupting, but I wanted to get that 
on the record. 

Senator Keravuver. You said you didn’t fair trade Chloromycetin ? 

Mr. Lornp. I said you could not fair trade Chloromycetin, because 
it is a prescription item, and you can’t dispense it with a label on the 
package. Fair trade only applies, as I understand it—maybe Mr. 
Dixon can correct me—to the protection of the copyright of the 
manufacturer, and it only applies to a package that bears the label, 
and the name of the product, and the manufacturer’s name, when dis- 
pensed as such. 

Senator Keravuver. All of your Chloromycetin products, according 
to the 1960 Red Book, are fair traded. 

Mr. Loynp. Does the book say they are fair traded ? 

Senator Keracver. It has an asterisk referring to fair traded 
products. 

Mr. Dixon. Every item of yours is marked with an asterisk. 

Mr. Loynp. Well, of course, they are entitled to their own opinion. 


Mr. Dixon. You made a statement, Mr. Loynd, and I think I should 
make an observation on it. 


Mr. Loynp. Fine. 


Mr. Dixon. I just recently had my attention called to a case that 
Upjohn won in Maryland, on an ethical drug product. The decision 
is contrary to your conclusion, I believe. 

Mr. Lornp. Could you say a prescription product instead of ethical ? 

Mr. Dixon. That is the way I understood it. I think a little re- 
search will turn up other cases that would certainly lead a prudent 
person to believe that where they do have fair trade laws, you could 
enforce it. 

Mr. Loynp. Well, I question your statement, but you know and I 
don’t. I have been through it and lost once, so we are equal up to 
date. 

Mr. Dixon. There are some 42 States where you can take your 
chances, and maybe you picked the wrong one of the 42. 

Mr. Loynp. Is my conception of fair trade principle correct in your 
opinion or is it wrong? 

Mr. Drxon. Sir? ; 

Mr. Lornp. Is my conception of a fair trade principle that the fair 
trade only protects the copyrighted—trademark name, rather, of the 
owner, and the minute that trademark disappears off the container, it 
is no longer covered by fair trade? 
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Mr. Drxon. I once questioned that same thing myself, and when I 
began to look at it, I began to see these other decisions. I don’t know 
quite how to determine it. But I do know this, you are the one who 
sets the fair trade price. Isn’t that correct ? 

Mr. Loynp. Not a fair trade price. If you are talking about a 
minimum price. 

Mr. Drxon. I am talking about—fair trade is minimum. 

Mr. Loynp. No, if you say a suggested minimum price, it has 
nothing to do with fair trade. 

Mr. Dixon. That is correct. But you have a fair trade price, do you 
not? 

Mr. Loynp. We do not have a fair trade price. We have a sug- 
gested retail price. 

Mr. Drxon. That is what the Senator was talking about. Does 
this Red Book here reflect your pricing policy ? 

Mr. Loynp. I have not seen the Red Book, so I can’t answer it. 

Mr. Drxon. On page 128, in the upper left-hand corner, there is 
an asterisk, which refers to “Denotes fair trade minimum.” Then 
the Parke, Davis prices are set out on the right-hand side for Chloro- 
mycetin, and there is an asterisk beside every price of this product 
appearing in this book. So I must assume that this book is correct, 
and that is what—— 

Mr. Lornp. I am assuming the book is not correct. If you have 
a Parke, Davis catalog, that is the one that decides what Parke, Davis 
& Co. does. The Red Book doesn’t decide. 

Mr. Drxon. I am glad to be corrected if that isso. But do you have 
a single contract—Mr. McGregor is your lawyer. 

Mr. Lornp. Never mind, ask me. 1 will answer the question. What 
is your question ? 

Mr. Drxon. Do you have a single fair trade contract with anybody 
in the United States on Chloromycetin. 

Mr. Loynp. I don’t think we have ever signed a fair trade contract 
since the introduction of Chloromycetin in any State. 

Mr. Drxon. Therefore, what 1 am reading from this Red Book 
would be in error, then ? 

Mr. Lornp. In my opinion, you are correct. 

Senator Kerauver. We were talking a little while ago about the 
obligation to the customer, as well as the obligation to the company 
and to its stockholders. 

I am not going to ask you what it costs you to make Chloromycetin, 
unless you want to give us some information about it. I take it that 
you don’t want to give us any information about it. 

Mr. Lornp. No, I will be glad to give you some information about 
it, Senator. We are here to cooperate in every way we possibly can. 

Senator Keravuver. Ali right, sir. Whatever you are willing to 
give us. 

Mr. Loynp. We have a breakdown here on the costs of Chloromy- 
cetin Kapseals you are talking about. Our cost of Chloromy- 
cetin Kapseals, and I can give you a breakdown on it, starting with 
the cost of goods sold, 9.7 cents; selling expense, 5.17; advertising 
and promotion, 1.84; research and development, 1.35; administrative 
expenses, 1.68; income taxes, $4.10; net profit after income taxes, $4.29 ; 
and that gives the complete story—we arrive at $27.50. Our costs, 
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Chloromycetin, is included in that particular figure. And we have 
the tabulation. I don’t know whether it has been passed on to you 
or not. 

Senator Kerauver. May we have a copy of your calculation? 

Mr. Cuumpris. You said $4.10 taxes. You meant 4.1 cents taxes, 
as I understand you have it in pennies. 

Mr. Loynp. No, I think these are the figures right here. They are 
all cents, I think. 

Senator Kerauver. Then, as I understand it, your cost of the goods 
that you sold, Chloromycetin—production costs is what we usually 
term it—amounts to 9.07 cents per tablet or per Kapseal—is that 
correct ? 

Mr. Lornp. The cost—cost of goods sold is 33 percent, that is our 
1958 figures. 

Senator Kreravver. Is that the cost of the raw material, plus the 
packaging and so forth, including labor? 

Mr. Lorynp. That is the labor, yes, sir, cost of basic materials. 

Senator Kerauver. Amortizing your factory depletion ? 

Mr. Loynp. Yes, sir. 

Senator Keravuver. Investment, depreciation ? 

Mr. Loynp. Yes, depreciation would be included in there. 

Senator Keravver. That would be all of your operating expense, 
then, outside of the ones listed below ? 

Mr. Loynp. That is correct. 

Senator Keravuver. We will make this exhibit 84. 

(Exhibit No. 84 follows :) 





Components of price received by Parke, Davis & Co. for 1 Chloromycetin Kapseal 
(250 milligrams) when allocated according to percentages reflected in overall 
operations (1958) 


[Estimated average price received by Parke, Davis, $27.50] 





Percent | Amount Percent | Amount 

























Cents Cents 
Cost of goods sold_.......- ..-- 33.0 9.07 || Income taxes__...........-..- 14.9 4.10 
Selling expense______-- ia 18.8 5.17 || Net profit after taxes__.___._- 15.6 4, 29 
Advertising and promotion._-.- 6.7 1, 84 —————|——— 
Research and development. _- 4.9 1.35 i sctsccdenssanenaaad 100.0 27. 50 
Administrative expense____--- 6.1 1.68 





Senator Krrauver. That would include investment that you put 
into the manufacturing plant ? 

Mr. Loynp. No, sir; only depreciation, Senator, would be included 
in this. Capital investment you can’t include in the cost of goods 
sold. 

Senator Keravver. How about your salary and what not? 

Mr. Loynp. It is in there. 

Senator Keravver. That is all a part of the 9.07-cent cost? 

Mr. Loynp. No. If you read ios a little bit there, you see ad- 
ministrative expense. 

Senator Krerauver. That is administrative expense ? 

Mr. Loynp. That is correct. I don’t know whether I do a good 
job of administering or not, but I get paid for it anyway. 

Senator Krravver. In other words, all the production workers are 
in the 9.07 figure, but not the administrative personnel ? 
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Mr. Loynp. Well, the research and development is not in there. If 
you notice research and development, 4.9. 

Senator Hruska. Mr. Chairman, would you yield for just a little 
bit? 

Mr. Loynd, on exhibit 84, which we are currently considering, there 
are cited the components of price received by your company for one 
Chloromycetin Kayseal. 

Mr. Loynp. Senator, this is for 100, not 1. 

Senator Hruska. That is the point I wanted to clear up, because 
a little while ago we were told the price of 100 Kapseals was $27.50. 

Mr. Loynp. That is correct. 

Senator Hruska. However, the mimeographed exhibit 84 simply 
has one Kapseal. Should that not be corrected ? 

Mr. Loynpv. Pardon me, I stand corrected; 9.07—I would gen- 
erally consider it $9.07, but they tell me when they put the cents after 
it, it changes it and moves it 1 decimal further. 

Senator Hruska. Exactly and that was the point made by Mr. 


Chumbris a little ago that the 4.10 was in cents rather than in 
dollars? 


Mr. Lornp. That is correct. 

Senator Hruska. In fact, that figure in the right hand column is 
not $27.50. It is 271% cents. 

Mr. Loynp. Correct. 

Senator Hruska. Is that not correct ? 

Mr. Loynp. That is correct. 

Senator Hruska. So that will coincide, then, with your earlier testi- 
mony where you said the sale, your realization, from 100 Kapseals is 
$27.50, and for 1 Kapseal itself, 2714 cents. 

Mr. Loynp. Absolutely correct, and I thank you for the correction. 
I am sorry I missed: 

Senator Hruska. It is not a correction. It is just an explanation 
of a different basis. 

Mr. Loynp. I appreciate it. 

Senator Krerauver. Dr. Blair had some question of clarification he 
wanted to ask. 

Mr. Loynp. All right, sir. 

Dr. Buatr. Mr. Chairman, I would like to have clarified the extent 
to which these figures represent a cost breakdown of Chloromycetin 
as contrasted to the cost breakdown for Parke, Davis as a whole. 
The heading at the top of the memorandum states : 

Components of price received by Parke, Davis & Co. for one Chloromycetin 
Kapseal when allocated according to percentages reflected in overall operations. 
Estimated average price received by Parke, Davis, 27.50 cents. 

Is what we have here a breakdown of that 27.5 distributed in ac- 
cordance with the distribution of costs for Parke, Davis as a whole? 
Is that what we have here? 

Mr. Loynp. That is what you have here, yes, sir. 

Dr. Bratr. In other words, the actual production costs of Chloro- 
mycetin might be below or above this figure? 

Mr. Lornp. That is correct. 

Dr. Buarr. For that particular product? 

Mr. Loynp. That is correct. 
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Dr. Buatr. So that really what we have here is a distribution of the 
average sales price of 27.5 for Chloromycetin broken down in accord- 
ance with the sales expense distribution for the cee as a whole. 


Mr. Lornp. The cost of goods sold, we do not break down by prod- 
uct, Dr. Blair. 


Dr. Bua. Yes, sir. 
Mr. Loynp. In 1958 33 percent of our sales dollar was cost of goods 
sold. 

Dr. Buatr. That is for Parke, Davis asa whole? 

Mr. Loynp. That is correct. 

Dr. Buar. Yes, all right, thank you. 

Mr. Loynp. In the United States now we are talking about. 

Dr. Buatr. Yes. In other words, what we have is really a distribu- 
tion that is very similar to what we have compiled from the data that 
you have submitted to us in the breakdown of your sales dollar to 
which reference has already been made? 

Mr. Loynp. Correct. 

Dr. Buatr. Giving the breakdown of Parke, Davis’ overall expenses 
among the various cost categories ? 

Mr. Lornp. That is correct, yes. 

Dr. Buarr. Thank you, sir. 

Senator Keravuver. I thought that was the case, because the break- 
down of the data you gave us for your whole company is just about 
the same as the percentages you have here. But I asked would you 
give us any information as to what was your cost of production of a 
tablet, a Kapseal, of Chloromycetin. i meant separate and apart 
from your overall operations. Then you brought out these percent- 
ages of your overall operations. Do you have any information about 
the cost of the manufacture of a Kapseal of Chloromycetin ? 

Mr. Loynp. No, sir; I do not, Senator. The only information I 
have with me today is right here. 

Senator Keravuver. If you cannot give us one, we have done the 
best we could to construct one for you. 

Mr. Loynp. Fine. 

Senator Keravuver. For general information. Dr. Blair will you 
give the basis for your calculation ? 

Mr. Kirrrre. Mr. Chairman, may I just ask one short question ? 

Senator Kreravuver. Yes, Mr. Kittrie. 

Mr. Kirrriz. Mr. Loynd what is the price to the consumer of 100 
Kapseals of this product? You receive 2714,—— 

Mr. Loynp. Would you define your meaning of consumer, please ? 

Mr. Krrrrie. To the purchaser in a drugstore, let’s say. 

Mr. Lornp. The patient ? 

Mr. Kirrrie. The patient, that is right. 

Mr. Loynp. The patient? There is no standard price. I can go 
right here in Washington, D.C., or any other locality, for that matter, 
and get you a variety of prices varying considerably depending on who 
fills the prescription. 

Mr. Kirrriz. What would be the average or what would be the 
range? Do you have any idea? 

Mr. Loynp. The range would be from—— 
Mr. Dixon. For 16. 
Mr. Loynp. I thought you asked the price on a hundred. 
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Mr. Kirrrie. I would like to have the answer as to how much he 
would pay on 100 Kapseals. 

Mr. Loynp. Is that all right ? 

Mr. Krrrrm. You may give the reply to Mr. Dixon later. 

Mr. Loynp. I want to give one at a time. I cannot answer both at 
the same time. 

Senator Keravuver. Let us get Mr. Kittrie’s answer first, then. 

Mr. Loynp. For a hundred ? 

Senator Kerauver. It is in this book on the basis of 16. 

Mr. Lorynp. I would say, just simple arithmetic, that it would vary 
on prescription now, $39 to possibly $51 or $52. 

Mr. Kirrrm. Am I correct in assuming, in light of what you said 
earlier, since you do not have any fair-trade contracts with anybody, 
that you would not take action against any person or any druggist sell- 
ing it at any price he chooses to sell it at ? 

Mr. Loynp. Absolutely not. 

Mr. Korrrr. Thank you. 

Senator Keravuver. All right, now do you want to ask about your 16? 

Mr. Drxon. I come back again to the Red Book or the Blue Book 
and to your prices that you issue to the trade itself. You have a sug- 
gested price; do you not ? 

Mr. Loynp. We have a suggested minimum price, not a fair-trade 
price. 

Mr. Dixon. Let’s see what you suggest. Isn’t it true that you sug- 
gest that the druggist sell this hundred for $51 ? 

Mr. Lornp. That is correct. 

Mr. Drxon. And it is true that you suggest that he sell in bottles of 
16 for $8.50 ? 

Mr. Loynp. I assume that is correct. I know the price on the hun- 
dreds that we suggest. 

Senator Krravuver. Isn’t it true in some of these fair-trade States 
that the druggists take your suggested price and it then becomes a 
violation of law if they sell lower than your suggested price? 

Mr. Loynp. Absolutely not, not on the prescription product, Sena- 
tor. 

Senator Kerauver. Unless you fair-trade, that is not the case? 

Mr. Loynp. No; we cannot fair-trade it when it is on a prescription. 

Senator Kerauver. All right, sir. 

Dr. Buarr. Mr. Chairman, I wish to make it clear at the outset that 
this cost, estimate applies only to that portion of Chloromycetin, the 
trade name for chloramphenicol, which is imported by Parke, Davis 
into the United States from Italy, where it is manufactured for Parke, 
Davis by Farmitalia. It is actually brought into this country by 
Parke, Davis which then has the responsibility for seeing to it that 
the chloramphenicol is certified by the Food and Drug Administra- 
tion. The amount imported is sizable. As compared to the com- 
pany’s reported 1958 production of 90,641 kilograms, the company 
became a substantial importer of bulk chloramphenicol in 1960. 

Mr. Loynp. Can I object at this time? 

Dr. Buatr. Yes sir. 

Mr. Lorynp. Why don’t you give the exact figures imported? Don’t 
use that word “substantial.” 

Dr. Buarr. I am going to, sir. 
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Mr. Loynp. I mean now. I do not agree with you on “substantial.” 
Dr. Buatr. That is the next sentence which I was going to give. 
Mr. Loynp. I am sorry, but that is not substantial. 
Dr. Buatr. By letter of November 4, 1959, Parke, Davis confirmed 
an arrangement to purchase through Parke, Davis International 
and/or any other affiliated companies, up to 30,000 kilograms during 
1960 from Societa Anonima Farmaceutici Italia, that is Farmitalia, 
of Milan, Italy. Now, this represents roughly one-third of Parke, 
Davis’ production in 1958, and probably somewhat less than one-third 
of its production in 1959, but we only have the 1958 figure. 

Mr. Loynp. Dr. Blair, would you mind giving the figure that was 
actually imported, not what we agreed we would like to buy? 

Just give the figures that we actually imported. If you don’t have 
it, I can give it to you. I donot think it is fair to say what you hope 
to import when you are arriving at a cost. 

Dr. Buarr. I was referring first to the agreement under which the 
contract is applicable to the year 1960, the entire year. 

Mr. Loynp. I know, I made the contract. 

Dr. Buatr. The figures we have as to what Parke, Davis has thus 
far imported are 1,000 kilograms February 16, 1,000 kilograms on 
May 31, 1,120 on June 22, 1,120 on June 29, 1,760 on July 11. 

Mr. Lornp. That is less than 7,000 kilos. 

Dr. Buatr. And that is about one-half of the year. We have the 
other half yet to go. Now, Farmitalia in a letter of reply to Parke, 
Davis dated December 18, 1959, stated that Farmitalia’s plant had 
been inspected and approved by the U.S. Food and Drug Admin- 
istration. A month later in its final acknowledgment of the agree- 
ment, Parke, Davis stated that it would arrange for FDA testing and 
certification of each batch of chloramphenicol imported. These im- 
portations have been made thus far according to your letter to us of 
August 3, 1960, at a price of $30 per kilogram. 

Senator Keravver. Let me get this. The metric system is 1,000 
milligrams equal 1 gram. 

Dr. Bratr. One gram. 

Senator Keravuver. One gram, and 1,000 grams equal 1 kilo or 1 
ate an A thousand kilograms would be heavier than a ton; would 
it not ? 

Mr. Lornp. About 10 percent heavier. 

Senator Krrauver. Dr. Browne says 2,204 pounds; is that not 
correct ? 

Mr. Loynp. That is correct. 

Senator Keravver. All right. 

Dr. Buarr. For finishing and packaging, an estimate of 41 cents 

er bottle of 100 kapseals was used. This figure was calculated by 

pjohn Co. in its new product cost estimate for Panmycin phosphate, 
250 milligrams. That estimate was put in the record during the 
course of the testimony by American Crmmanbd. It includes the cost 
of capsules, finishing labor and overhead, company and FDA assay 
costs, packaging materials, packaging labor and overhead. It may be 
presumed that Parke, Davis’ costs for finishing and packaging Chloro- 


mycetin are no greater than those incurred by Upjohn for its tetracy- 
cline product. 
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Mr. Chairman, translating these costs elements into a unit of a 
bottle of 100 capsules, we arrive at these figures: The chloram- 
phenicol powder at a cost of 79 cents, the capsules and other materials, 
17 cents, and the duty. It is our understanding that a tariff of duty 
of $12 per kilogram is paid by the importer, namely, Parke, Davis. 

Senator Keravver. Is that correct ? 

Mr. Loynp. Approximately correct; yes, sir. 

Dr. Buatr. We are indebted to Parke, Davis for that last item of 
information, I might add, Mr. Chairman. 

Mr. Loynp. Why are you indebted to Parke, Davis? Oh, pardon 
me. Is that actual or approximate? 

Dr. Buatr. It is our understanding from people associated with 
your firm—— 

Mr. Loynp. Oh,I see. Thank you. 

Dr. Buarr. That that is your rough figure. 

Mr. Loynp. Thank you. 

Dr. Buatr. The figure for production labor and overhead, for finish- 
ing operation only, is 13 cents, packaging materials, 6 cents, and for 
packaging labor and overhead, 5 cents, giving a total of $1.52. 

Now, the price to the wholesaler at a 15-percent discount, would 
be $26.01. 

The price to the retail drug business would be $30.60. When we 
made this memorandum up, we did not know how much was sold by 
Parke, Davis directly to retailers as contrasted to the amount sold 
to retailers through wholesalers, and of course we had no way of know- 
ing what quantities were sold to hospitals and other buyers. But a 
short time ago Mr. Loynd stated that their average return from all 
buyers was $27.50. 

Then the last entry would be the price to the consumer, which is a 
suggested list price of $51. 

Attached to the memorandum is the letter of confirmation of this 
agreement from Mr. Burrows to Farmitalia, dated November 4, 1959. 

Senator Kerauver. The average weighted price was $27.50. Is that 
what you gave ? 

Mr. Loynp. Correct,Senator. Yes, sir. 

Senator Keravver. What about this, Mr. Loynd? 

Mr. Loynp. Well, I don’t know what Dr. Blair is trying to arrive 
at. We started on Parke, Davis & Co. Then we got to Farmitalia. 
Then we got to Upjohn. And for the life of me, I am lost. I don’t 
know what you are trying to prove, or what you are trying to arrive 
at. What relationship does Upjohn’s costs have to Parke, Davis Co.’s 
costs ? 

Senator Kerauver. You probably were not here the other day when 
this matter came up. As I understand it, the 79 cents is a translation 
of bulk purchase less wastage-—— 

Senator Hruska. Do you have a copy of this? 

Mr. Lornp. I don’t have a copy of it. Oh—I should have said I 
have not seen it. 

Senator Kerauver. The 79 cents is what you paid the Farmitalia 
Co., translated into bottles of 100 capsules, less wastage of 5 percent. 

From some current litigation at the Federal Trade Commission, to 
which you are not a party, Upjohn filed its production costs for 
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tetracycline, and it is a public record. Upjohn did not ask for confi- 
dentiality. 

Their document shows the 17 cents, the 6 cents and 5 cents, and 13 
cents, on production cost, bottling and packaging, and whatnot, which 
they filed before the Federal Trade Commission on tetracycline. We 
had the same figures in the presentation for Bristol, which they didn’t 
object to, at least that part of it relating to the similarity of their 
bottling costs to Upjohn’s. So this is on the assumpion that you are 
no less efficient than Upjohn in your packaging and bottling. You 
both do business out in Michigan, and I guess you know that they do 
have a very efficient organization. 

This caculation arrives at the cost, including paying duty, of $1.52 
per 100, of 1.52 cents per capsule. 

Mr. Lornp. Senator, would you mind if I go back and give you 
a little background about the deal with Farmitalia. And I can speak 
with authority, because I made the deal. 

Senator Keravver. Do you want to comment about what is wrong 
with it? 

Mr. Loynp. I want to comment on what is wrong with the premise 
of starting with $30 a kilo. And I want to tell you why. The figure 
that you mentioned, $30 a kilo, plus $9-and-something, Dr. Blair, are 
correct. The reason we bought it from Farmitalia was to help our 
friends with an inventory problem. And up to date, we have pur- 
chased less than 7,000 kilos.1 Our annual production in Detroit runs 
around 70,000 kilos per year. And I object to saying that 7,000 
against 70,000 is a substantial part of our total use of Chloromycetin. 
And such being the case, I think it is a false start to prove a point. 
It is very misleading. And certainly the economics, in my opinion, 
are wrong. 

Both of us are located in Michigan, Upjohn and Parke, Davis & 
Co. Upjohn is one of the finest pharmaceutical companies in the 
world, bar none. They have one of the finest plants in the world, bar 
none. They have one of the most modern, bar none. They are in a 
labor market that don’t compare with Detroit, under any circum- 
stances at all. The cost of producing goods in Detroit, compared with 
the cost of doing business or producing goods in Kalamazoo is en- 
tirely a different situation. And when you start with a false premise 
to start with, the Chloromycetin that we are making in Detroit costs 
$30 a kilo, and that our costs are exactly the same as Upjohn, I think 
you are leaving a false impression, dealing with unknowns, and not 
representing the picture as it should be presented. 

Senator Krrauver. We are not saying that your costs are the same 
as Farmitalia. However, undoubtedly Farmitalia would make a 
profit on the 7,000 kilos that they sent to you. 

Mr. Loynp. I question that. 

(Figures showing prices charged by other European companies on 
Government sales to G.S.A. abroad follow :) 


1 The exact amount in 1960 through July 11 was 6,000 kilograms. 
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Senator Kerauver. I assume they are in business for a profit. 
They have a very modern plant. 

Mr. Loynp. Senator, as I pointed out just a minute ago—— 

Senator Kerauver. Anyway, 7,000 kilos is a pretty substantial pur- 
chase, so far as it goes. 

Mr. Loynp. Percentagewise, only 10 percent. 

Senator Hruska. Would the chairman yield? 

Senator Kerauver. Yes. 

Senator Hruska. The memorandum prepared by Dr. Blair indi- 
cates that this import of 7,000 kilos was equivalent to one-third of 
Parke, Davis’ own production in 1958. That is contained on the 
first page of the memorandum. It is indicated here, by the witness, 
that it comes to about one-seventh for the period in question. Should 
there not be some reconciliation of that vast difference ? 

Correction—one-tenth, not one-third. That is a substantial differ- 
ence between one-third and one-tenth. Is there any explanation, 
Dr. Blair? 

Dr. Buatr. The explanation, as indicated in the third paragraph 
of the first page, is that by letter of November 4, 1959, Parke, Davis 
confirmed an arrangement to purchase through Parke, Davis Inter- 
national, and/or any other affiliated companies, up to 30,000 kilograms. 

Now, there is still half the year left to go. The orders started 
arriving in February, and thus far the information we have received 
covers only those orders received up through July. How much more 
will be imported we do not know. There is a figure, however, in the 
contract saying that they will call for up to 30,000 kilos. 

Mr. Loynp. I object. It does not say we will call for. 

Senator Keravver. Let’s put the letter in the record. 

Mr. Lornp. Let me read you a memorandum here, if I may. 

Senator Kreravuver. Let’s put the correspondence in the record. 

Mr. Loynp. You state, yourself, that Parke, Davis’ production in 
1958, all United States, 90,641 kilograms. This is your memorandum, 
not mine. 


Dr. Buarr. That is correct. That is your U.S. production. 
Mr. Loynp. That is what you say. 


Dr. Biarr. And we were trying to get some idea of the relative 
importance of this foreign: 

Mr. Loynp. Is 7,000 kilos a substantial amount when you are talk- 
ing about 90,000? 

Senator Keravuver. Well, Mr. Loynd 

Dr. Buatr. Are you planning to stop purchasing 

Senator Kerauver. Wait a minute, let’s get the correspondence in 
the record. 

The memorandum, the covering letter, and the four additional 
letters will be exhibit 85. Now we will have it in the record. 

(Exhibit No. 85 may be found on p. 15841.) 

Senator Krravuver. According to the information you furnished us, 
for 1958 you produced 90,641 kilograms of chloramphenicol. The 


arrangement is referred to in the letter of November 4, in the second 
paragraph: 











It is our understanding that Farmitalia, for the period ending approximately 
December 31, 1960, agrees to supply Parke, Davis International Corp. and/or any 


of our affiliated Parke, Davis companies with up to 30,000 kilos * * * ata price 
of $30 per kilo. 
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This contract began to be fulfilled, I believe, in February. So this 
is calculated on the assumption that 30,000 is one-third of 90,000, that 
is, during this 1-year period you would purchase the amount that you 
contracted for, or up to the amount that they agreed to furnish you. 
And if you don’t buy that much, then, of course, manifestly it would 
be a lesser amount. 

Mr. Loynp. Well, my point is, Senator. 

Senator Keravuver. So I don’t think there is any misunderstanding 
about it. 

But we were trying to find out the cost of a gram of Chloromycetin. 

Let me just make one other observation. 

You object to the figures for Upjohn’s costs of bottling and pack- 
aging. Actually that only accounts for 41 cents of $1.52. So even if 
your cost is 10 or 15 percent higher, that would only be 4 or 5 cents 
higher than Upjohn’s. 

Mr. Lornp. Senator, maybe I didn’t make myself clear. 

I object to taking a $30 price, plus import taxes, and taking a small 
quantity, which we agreed to take off the hands of one of our friends, 
because he had an excess inventory, which I don’t think that he made 
a penny, and possibly lost money, to project it into the cost of a prod- 
uct we are producing in this country. I think the premise is false, I 
think it is misleading, and I think it should not be done. 

Senator Kerauver. Well, anyway, as to the 6,000 kilos that you 
have purchased up to this time and sold on the American market, this 
would not represent a fair calculation of your costs? 

Mr. Loynp. I beg your pardon? I was trying to look at this. 

Senator Keravuver. I say as to the capsules you have made from the 
6,000 kilos you have purchased up to this time from Farmitalia, would 
not this 1.52 cents per capsule be a fair calculation ? 

Mr. Lornp. No, sir. 

Senator Kerauver. Why not? 

Mr. Loynp. In fact, I was just glancing at this Upjohn schedule, 
and I don’t see anything—I have not seen the way they figure there; 
whether they have any overhead in it; whether they have any depre- 
ciation; whether they have any distribution costs; where they have 
any promotion; where they have any clinical investigation ; where they 
have any research and development. 

All has got to go into the cost of the product. 

Senator Hruska. How about taxes? 

Mr. Lornp. Taxes have got to go in. 

Senator Krravuver. This, of course, is just the cost of taking the 

powder, testing it, putting it in the capsule, and inserting it in the 
bottle. It is equal to your cost of goods sold and represents the same 
thing that you sent us, only yours applies to all products. 
_ We have the Upjohn figures, if you want to inspect them. They 
include labor and overhead, including assay and testing, 13 cents. 
They have a good record of testing materials used, packaging mate- 
rial, packaging labor, and overhead. Manifestly, it should be ex- 
plained quickly that on top of this $1.52 is research and on top of 
that is selling expense, taxes, dividends, profits, and many other 
things. 

Mr. Lornp. The only thing I can say, Senator, as near as we can 
estimate—and the figures are as accurate as we can get—that our cost 
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of Chloromycetin is presented in this document that we handed to 
you a few moments ago. 

Senator Kreravuver. Of course, the trouble with what you handed us 
a few minutes ago is that this includes everything, not just Chloro- 
mycetin. 

We were trying to find out what it costs you to make a capsule of 
Chloromycetin. 

Mr. Loynp. I do not follow where you mean it includes everything. 

Senator Krerauver. The table that you gave us was specifically 
related to the overall operations of Parke, Davis; cost of goods sold, 
33 percent. That applies to all your products. It does not apply 
only to Chloromycetin. 

Mr. Loynp. Let’s follow that a little bit further. It is true that 
is our average cost of goods sold, but let’s take down to advertising 
and promotion. 

We also take an average there, but we possibly spend for educating 
the physician, clinical work, studies on this particular product, a 
much larger percentage than the average which we give you here. 

The only thing we are trying to do is be consistent throughout the 
whole projection in arriving at the costs of this product. 

Senator Keravuver. Can you break down your costs on the other 
products, and we will add them to the—— 

Mr. Loynp. No, sir; I cannot, because you cannot take one indi- 
vidual product and pull it out of a list and say that. We have some 
products—more than some—I would say 20 products—that we can 
break down individually that we actually sell below cost. 

Senator Kerauver. I don’t know if you were here yesterday. 

Mr. Loynp. No, sir; I was not. 

Senator Keravuver. Bristol Laboratories gave us the cost of edu- 
cating the physician on one product. All right, any other questions 
about the cost or any information you want to give us, sir? 

Mr. Loynp. I have nothing else to offer, I am sorry, Senator. 

Senator Krravver. Is it your plan to continue to buy this product 
from Farmitalia? 

Mr. Loynp. Is it our plan? 

Senator Krerauver. Yes. 

Mr. Loynp. I question whether we will buy any additional quan- 
tities of chloramphenicol from Farmitalia for the balance of this year. 

Senator Kerauver. Do you buy the finished product from other 
companies besides Farmitalia? 

Mr. Loynp. I beg your pardon? 

Senator Kerauver. Do you buy the finished product from other 
companies besides Farmitalia ? 

Mr. Loynp. Have we ever bought from other companies? 

Senator Keravver. Or do you at the present time? 

Mr. Loynp. Yes, sir. 

Senator Kerauver. What price did you pay per kilo when you 
bought from others? 

Mr. Loynp. A thousand dollars. 

Senator Kerauver. That was 10 years ago? 

Mr. Lornp. Correct. Monsanto Chemical Co. 

Senator Keravuver. Do your overseas companies buy the finished 
product from Farmitalia or make their own ? 





ENS 





of 


R 








ADMINISTERED PRICES 13979 


Mr. Lorynp. We make our own in practically all countries outside 
of the amount we ship from the United States to other countries. 

Senator Kerauver. You do ship some from the United States? 

Mr. Lornp. Yes, sir. 

Senator Kerauver. Let me ask this. Is this price of $30 a kilo a 
fair price? Is that a bargain? 

Mr. Loyrnp. I don’t know what it costs them, but I know we can’t 
make it for any $30 a kilo. 

Senator Kerauver. If you cannot, why don’t you buy more of it 
from them ¢ 

Mr. Loynp. Maybe they do not have any more to sell. 

Senator Keravuver. They said they had 30,000 kilos to sell this 
ear. 

’ Mr. Lornp. No, they did not say they had 30,000 to sell. They said 
they hoped that we would want to buy 30,000 kilos; they may have 
30,000; but they do not have it. 

Senator Kerauver. If they had it, you would buy it? 

Mr. Loynp. No, I didn’t say that. 

Senator Keravuver. All right. 

I think Senator Hruska had some questions he wanted to ask. 

Senator Hruska. You indicated a little while ago there was some 
inventory situation with Farmitalia 4 

Mr. Lornp. Yes, sir. 

Senator Hruska. What is that? Is that what gave birth to this 
transaction in the first place ? 

Mr. Loynp. Correct. 

Senator Hruska. Would that indicate that they had merchandise 
on the shelf they wanted to get out, and they asked you if you would 
buy some of it from them; is that about the size of it? 

Mr. Loynp. Instead of dumping it on the market, they asked us if 
we could assist them in liquidating the inventory, which they had in 
excess of their demands. I personally made the deal so I can give you 
all the details. 

Senator Hruska. It is indicated in the statement on page 4, which 
you have before you, exhibit 85, Dr. Blair’s memo, the last three lines 
there: 


Production costs are so small relative to selling prices that even a substan- 
tial difference between U.S. and Italian bulk powder costs would have an in- 
significant effect on Parke, Davis’ gross margin. 

Would you have any comment on that specific question ? 

Mr. Loynp. I certainly would, Senator. 

If you take 70,000 kilos and suppose it was just a cent a grain, and 
figure it up and see how much money that amounts to. That state- 
ment there is—well, I won’t say what I was going to say, but it cer- 
tainly should be questioned. 

Senator Hruska. We have on our exhibit 160 a chart prepared by 
the staff here which shows drug operations only for 20 major drug 
companies and their overall cost of goods on a percentage of sales is 
32.3 percent. Here it is indicated that on your overall production, 
you have a cost of 33 percent. That is not too far out of line. Have 
you any comment on that ? 

Mr. Loynp. No. I think we are operating, or trying to operate, as 
efficiently as we can. As I pointed out, we are in an expensive market 
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and I think that the average you will see in the pharmaceutical indus- 
try throughout the United States, that our costs of goods sold have 
been reasonable and from some of the figures that I have seen it is a 
few points below some of the larger 

Senator Hrusix.,. Would you consider 30 to 33 percent a production 
cost that is so small relative to selling prices that even a substantial 
difference between the U.S. bulk price and the Italian bulk price 
would have an insignificant effect on your profit ? 

Mr. Loynp. I stated——— 

Senator Hruska. Let me put it this way: 

Is 30 to 33 percent production cost a relatively small part of the 
selling price of the product ? 

Mr. Loynp. A relatively small part? Thirty percent, no, is not a 
relatively small part. 

Senator Hruska. That is the language used in the memo, and I 
just wondered if 33 percent production cost would be a small part 
of the selling price. 

Mr. Loynp. No, no. 

Senator Hruska. In fact, it is a substantial part ? 

Mr. Loynp. Well, 30 percent is a very substantial part, 33 percent. 

Senator Hruska. It depends on the person using it, I suppose. 

Senator Kerauver. On that point, if you paid $60 a kilo, just double 
your price, to the Italian firm, instead of $30, that would have added 
79 cents to the cost of 100 capsules, making it $2.31, instead of $1.52. 

So that even if you doubled the price, it does not add an awful lot 
to the cost. 

Senator Hruska. On the other hand, } 

Senator Krrauver. Let’s see if he agrees with that. 

Senator Hruska. I did not know it was a question. 

Mr. Loynp. I did not know it was a question, either. I thought it 
was a conversation between the Senators, I beg your pardon. 

Senator Keravuver. No. 

I say, even if you paid $60 a kilo for your finished product from 
the Italian firm, instead of $30, that would have added 79 cents to 
your $1.52 per 100, which would make it $2.31 a hundred. So it is not 
a big difference, even if you paid twice as much, 

Mr. Lornp. Senator; the question that I am trying to get across, 
it is a mistake to take shipment from Italy on 10 percent of your 
total quantity that you use in a year, and use that, projecting on our 
costs and our selling price. 

I think that you are starting with a figure that is fictitious. It is 
not. real. 

Senator Keravuver. Of course, you should take into consideration 
that when you manufacture in your own plant, you do not have to 
pay Farmitalia a profit; you do not have to pay the duty on the 
powder; and so you do save something there, too. 

Senator Hruska. On the other hand, labor costs in Italy are any- 
where from 26 to 40 cents an hour, and I imagine that even in Michi- 
gan you pay slightly more than that, don’t you, Mr. Loynd? 

Mr. Loynp. I think the difference between our costs of labor in 
Michigan, compared to costs of labor in our plant in Milano, is about 
seven times as much in Michigan as in Milano, and I think we have 
figures to verify that. 
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Senator Kerauver. Do you havea plant in Milano? 

Mr. Loynp. Yes, sir. We are making a very substantial invest- 
ment in Milano. We had a plant there and started to build a new 
one about a year ago. We had a small plant in Rome, outside of 
Rome, prior to that 1 time, but we will have a very substantial invest- 
ment in Milano, and we hope to have the plant in full operation by 
April or May of next year. 

Senator Hruska. Do you conduct, Mr. Loynd, research in these for- 
eign plants, as well as here in America? 

“Mr. Lornp. We conduct research in all countries of the world in- 
cluding South Africa, the Fiji Islands, anywhere that you want to 
go; we have at the present time people traveling all over the world 
setting up studies in universities, clinics, medical groups, government 
agencies, county agencies, forest rangers, and everything else. 

Senator Hruska. And do you have coordination of all those ef- 
forts worldwide so that they reflect the results of that research in your 
efforts here in America ? 

Mr. Loynp. Absolutel 

Senator Hruska. In the ultimate product that Americans buy ? 

Mr. Loynp. Anything that bears the Parke, Davis & Co. label, 
regardless of where you buy it, has exactly the same standards, the 

same equipment, that we sell right here in the United States. 

They are all responsible to one man in Detroit who is responsible 
to me for control and quality and we have one of our own men prop- 
erly trained in every manufacturing branch in the world today that 
guarantees, when you see the Parke, Davis & Co. label on any product 
anywhere, regardless of circumstances, it has the same quality, the 

same potency ‘that you get right here in Washington, D.C. 

Senator Hruska. There was some discussion earlier of the price 
of $5.10 which has obtained for 9 years. Last week we had testi- 
mony—lI believe it was on penicillin, and many years ago, but it 
illustrates the point I want to ask you about—it indicated the use of 
a pill which “a to the retail trade—that is, not to the dealer, but to 
the patient, the ultimate user—for 50 éents a pill. 

The particular bill in question was good for 4 hours, at the end of 
which time it had to be followed by the use of another pill. In due 
time a pill was developed and put on the market to replace that one, 
and its potency and its effectiveness was good for 4 days rather than 
4 hours. Nevertheless, the price of the pill remained at 50 cents. 

Now, I should like to ask you whether in your constancy of price 
at $5.10 throughout all these years, whether there has been any tech- 
nological or any effective change in the preparations which are being 
sold for $5.10 now, as compared with 5 years ago or 9 years ago. 

Mr. Loynp. There is a difference, not in the chemical structure, 
Senator—it is the same chemical structure. But the amount of 
money that we spend today to investigate the possibility of increasing 
the efficacy of this particular drug, through clinical investigation, 
compared to 9 years ago, represents a very considerable sum of 
money. 

Senator Hruska. Now, Mr. Loynd, some reference was made to 
the fact that you had a monopoly—when you have a monopoly, 
you maintain this price to the customer and so on—what is the fact 
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with reference to monopoly? Have you a monopoly on these broad 
spectrums ? 

Mr. Lorn. No, sir, we certainly do not have a monopoly on broad 
spectrums. 

Senator Hruska. Doesn’t the chart which is designated, I believe, as 
exhibit 12, indicate that even of the five new prescriptions listed on 
the upper ‘part of that chart, the total of those five represents 68 per- 
cent of the market, and of that, it is indicated on the chart that you 
have 14.7 percent ? 

Mr. Loynp. That is correct. 

Senator Hruska. With others listed on that chart having 54 per- 
cent, roughly. Would that indicate there isa monopoly ? 

Mr. Loynp. Certainly not—far from being a monopoly. 

Senator Hruska. And yet they are all in the same field, competing 
for the same users, and the same use, and same prescriptions as your 
particular product is; is that true? 

Mr. Loynp. That is correct. 

Senator Hruska. Those are all the questions I have at the moment, 
Mr. Chairman. 

Mr. Dixon. Mr. Loynd, when Mr. Kittrie was examining you, I 
believe I heard you say that after you sold to the druggist, you did 
not care what he charged for a product. 

Mr. Loynp. I did not say I did not care. He said, “Did you take 
any action?” and I said, “No, we did not.” 

Mr. Dixon. During the initial hearings in December on corti- 
costeroids, Mrs. Andrus, president of the National Retired Teachers 
Association, appeared before this subcommittee. She was describing 
how they were attempting to set up a central marketing point at 
which retired people could buy their drugs and save, I believe she 

said, some 25 percent. She said they were fairly successful, except 
with respect to one company. The company ie referred to was 
Parke, Davis & Co. 

On page 8266 of part 14 of these hearings, Mrs. Andrus is quoted 
to this effect : 

We received some very fine help and much understanding and thoughtful 
cooperation from the manufacturing and pharmaceutical people. Merck, Sharp 
& Dohme even suggested that we might be interested in buying on time. We 
told them we didn’t need to. Upjohn, Ciba, Schering, White, Abbott, Squibb, 
Winthrop Laboratories, all of them have been gracious to us and have been help- 
ful in serving us. 

Only one organization has said to us that it was not willing, and that is Parke, 
Davis, and only this last week, December 4, we received this notice from the 
Parke, Davis group. I would like to say that Mr. Neustat, who is here with 
me, and the operator of our pharmacy, had been a customer of Parke, Davis for 
approximately 15 years on a direct buying basis. On December 4 he received the 
following letter from Parke, Davis: 

“DECEMBER 3, 1959. 


“We have concluded that we do not wish to make further use of the dis- 
tribution facilities of Neustat Drug Stores. We are therefore closing your 
account permanently, effective immediately.” 


That letter is part of the proceedings. 

Then she went on, at page 8268: 

This refusal to supply us by Parke, Davis has already resulted in the increase 
of the cost of items of 15 to 30 percent, and has also made it difficult in most 


cases and impossible in others to ebtain from a wholesaler vitally important 
drugs for our membership, when the prescription names Parke, Davis products. 
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I think it might be interesting to note that what Parke, Davis is doing to us 
is taking from us the 20 percent profit that we were able to pass on to our people, 
and requiring us to pay that 20 percent profit, and in turn require it of our 
people. 

Now, I was also reminded of another thing 

Senator Keravver., What about that ? 

Mr. Drxon. I think this is along the same line. 

Mr. Loynp. I did not hear any question, Mr. Dixon. 

Senator Kreravuver. Go ahead. 

Mr. Drxon. I wanted to refer to one other thing before asking you 
for a comment. 

All the details are not clear in my mind, but I recall a lawsuit that 
took place here in the District of Columbia against Parke, Davis, 
brought by the Department of Justice. JI am not sure of the nature, 
but I think it had something to do with the resale price. It was a 
private suit, I have been told, but it occurred in the district courts 
here in the District of Columbia, and went to the Supreme Court. I 
believe you lost it. 

If you are not interested in what happens to these products, would 
you comment on these two occurrences ? 

Mr. Loynp. Don’t tell me what I am interested in. You just ask 
the question and let me answer it. 

Mr. Dixon. Why did you cut Neustat off ? 

Mr. Loynp. I was waiting for that. You just ask them, and let me 
answer them. Is that in order ¢ 

Mr. Drxon. Yes. 

Mr. Loynp. Fine. I will tell you. We do not believe that anybody 
handling products, pharmaceutical products for the health of the 
Nation, should have to dispense through a mail-order house that 
anybody in the State of Oregon can ship the prescription or mail the 
prescription to Pennsylvania, taking probably 2 or 3 days, have it 
filled by somebody here, have it mailed back to Oregon, and have it 
used probably a week or 10 days later. Our policy—it has been for 
years and still is—we do not sell mail-order houses. 

Does that answer your question ? 

Mr. Drxon. Yes. In other words, you decide there is a difference 
where the prescription cames from ? 

Mr. Loynp. Absolutely. 

Mr. Dixon. You have no objection if the prescription comes from 
the District of Columbia? 

Mr. Loynp. No. But we have objection—it loses the touch of the 
medical man in charge. 

Mr. Dixon. And that was the sole reason you cut off Mr. Neustat, 
who had been dealing directly with you for 15 years? 

Mr. Loynp. We do not sell our merchandise to mail order houses. 

Mr. Drxon. All right; thank you, sir. 

I want to go to another subject. I will try to ask these questions so 
you can understand them. 

Mr. Loynp. I hope you will. I will be glad to answer them if I can. 

Mr. Dixon. I hope you understand them. 

It is not true that a British edition of “Antibiotic Medicine and 
Clinical Therapy” was launched in 1956, and ran for about a year? 

Mr. Loynp. I think that is true; yes. 

35621—61—pt. 24-25 
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Mr. Drxon. On page 6271 of the subcommittee record, there is a 
copy of a letter from Dr. Ibanez 

Mr. Loynp. Doctor who? 

Mr. Dixon. Ibanez—Marti-Ibanez. You know him better than I 
do. 

Mr. Lornp. I question that. Don’t draw conclusions; just ask the 
questions. 

Mr. Dixon. All right. It is a copy of a letter from Dr. Ibanez to 
S. H. Pilton in London, dated May 20, 1957. 

I will read the first sentence : 

By the same mail we are writing to Mr. Parsons confirming our decision to 
terminate the publication of the journal Antibiotic Medicine and Clinical Ther- 
apy with the forthcoming August issue. In the meantime, starting imme- 
diately—that is to say, with the two last issues of the journal—there should 
be only 32 pages for each issue, so please make the necessary arrangements. 

Was Parke, Davis notified of this decision to stop publication of this 
journal ? 

Mr. Loynp. I do not think I can answer that question, because I do 
not know either party, and I do not know the date. And I have 
never seen this letter before. 

Mr. Dixon. All right, sir. 

According to this letter, it is apparent that many weeks subse- 
quent to the decision to discontinue the magazine, Parke, Davis made 
a final payment to M. D. Publications, Inc., of $25 0000. 

Mr. Loynp. I beg your pardon? I don’t think Parke, Davis made 
a payment to M. D. Publications. 
on Dixon. Frohlich did. Was it L. W. Frohlich & Co. that made 
it ¢ 

Mr. Loynp. I don’t know what your records show. I only know we 
did not make a payment to M. D. Publications. 

Mr. Dixon. We have here, subpenaed during the hearings that we 
conducted with respect to M. D. Publications, Inc., and Dr. Henry 
Welch, a document which we did not understand at the time, and did 
not make a part of the record. I would suggest it be made exhibit 86 
here, if the Chair please. 

(Exhibit No. 86 follows :) 
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Mr. Dixon. There appears certain receipts under the heading 
“Sponsorship Receipts.” This document was submitted by M. D. 
Publications, Inc., for its magazine, Antibiotic Medicine and Clinical 
Therapy, overseas edition, British. These receipts total $100,000. 
They began July 13, 1956, with a payment of $10,000. On July 23, 
another payment of $10,000. 

Continuing along, September 26, $10,000; October 12, $5,000; No- 
vember 20, $15,000; April 17, 1957, $25,000. And finally, on July 9, 
1957, another $25,000, making a total of $100,000. 

You say you do not know anything about that payment yourself? 

Mr. Loynp. I did not say I did not know anything about the pay- 
ment. I said that Parke, Davis & Co., to my knowledge, did not make 
any payments to M. D. Publications. 

Senator Kerauver. Who did you make them to? 

Mr. Loynp. We made the payments to a concern that handles our 
medical promotion, and I think is owned wholly by Mr. L. W. Froh- 
lich, who handles all of our medical advertising and promotion, and 
has done so for 11 or 12 years. 

Senator Krrauver. Then you made your payments to him, and he 
in turn made the payments to M. D. Publications? 

Mr. Loynp. That I do not know, Senator, what he did. 

Mr. Dixon. Mr. Chairman, on page 6153 of the transcript, sub- 
mitted to the subcommittee by Mr. H. Graham Morison, attorney for 
M. D. Publications, Inc., dated May 3, 1960—I understand that this 
same law firm represents Mr. Loynd today—this appears: 


This letter is sent at the request of members of the committee staff, and is 
intended to clarify certain entries in schedules I-C—7 and I-C-8 which were 
submitted by M. D. Publications, Inc., in response to the committee’s subpena 
dated April 5, 1960. The entries in question (labeled ‘‘Sponsorship,”’) show that 
$100,000 was received by M. D. with respect to its British edition of Antibiotic 
Medicine and Clinical Therapy. The source and circumstances of this payment 
are as follows: 

In February 1956, M. D. Publications, Inc., was contacted by L. W. Frohlich & 
Co., an advertising agency, concerning the possibility of their publishing a Brit- 
ish edition of their journal, Antibiotic Medicine and Clincal Therapy. The 
Frohlich agency stated that one of its clients, Parke, Davis & Co., believed a 
British edition of this journal would bring important information about anti- 
biotic research and clinical uses to the attention of British doctors, and would 
stimulate wider interest in antibiotics and in new American drugs among the 
medical profession in Britain. M. D. replied that, although it considered the 
idea a good one, it could not afford to incur the costs and financial risks of 
launching such a venture and of sustaining it until the journal became estab- 
lished. 

Shortly thereafter, at the suggestion of the Frohlich agency, Parke, Davis 
agreed to contribute $100,000 toward the costs of the journal during its first 
year of publication, and Parke, Davis was to have first choice of advertising 
position in the magazine. Four payments of $25,000 each were subsequently 
—_ to M. D. during 1956 and 1957 by the Frohlich agency on behalf of Parke, 

avis, 

The British edition of Antibiotic Medicine and Clinical Therapy was launched 
in October 1956. During its 1 year of existence, 11 issues (the last 2 com- 
bined) were published. The publication, lacking sufficient advertising support 
or subscription revenue, was then discontinued. 


It makes it clear that Frohlich, acting as your agent, worked this 
out with M. D. Publications. 

Mr. Loynp. I did not disagree with that statement. 

Mr. Drxon. That explanation is dated May 3, 1960. 

Now I refer you to page 6544 of the transcript. There is an ex- 
hibit submitted theowah counsel for M. D. Publications, Inc., which 
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shows that a balance of $37,945.77 remained after cost of the British 
edition, and that Dr. Henry Welch received one- -half of this $18,972.84. 

Fog this a surprise to you, or was it a surprise when you learned 
of it? 

Mr. Loynp. It certainly was a surprise when I learned it. I knew 
nothing about Dr. Welch’s relationship with M. D. Publications, out- 
side of the fact that he was listed as editor. 

The arrangement he had financially with M. D. Publications, I had 
never heard, never inquired, and did not think was any of my affair. 

Mr. Dixon. Then you learned of it when we brought it out here 
before the committee ? 


Mr. Loynp. I learned of it, the first I saw was published in the 
newspaper. 

Senator Kerauver. Mr. Loynd, who handles the public relations 
and advertising in your company ? 

Mr. Lornp. L. W. Frohlich & Co. handles the medical end of our 
advertising and Young & Rubicam handles advertising relating to 
consultation and public relations. 

Senator Kerauver. You said you never heard of this? 

Mr. Lornp. No, no, I did not say I never heard of it. 


Senator KEFAUVER. You never heard of Dr. Welch’s connections 
with M. D. Publications? 


Mr. Lornp. No. 

Senator Kreravver. How about the advertising official in your own 
company, who is he? 

Mr. Loynp. The man in charge of medical promotion in our 
company ? 

Senator Keravuver. Yes. 

Mr. Lornp. Mr. G. L. Walker. 

Senator Keravurr. Maybe he knew about it. 

Mr. Loynp. No. 

Senator Kreravver. Is he here today ? 

Mr. Lornp. No, sir; he is not. 

Senator Krravver. Did you give Mr. Frohlich carte blanche au- 
thority to make payments after ‘the venture had ceased to exist ? 

Mr. Lorynp. No. Maybe I can give you a little background that 
has not been br ought out to date on this arrangement, and let me start 
out by saying that advertising and promotion, which we are talking 
about now, was handled in a regular, routine pattern like any other 
medical promotion might be handled. 

A company does not place or does not contract with any publica- 
tion to handle any kind of advertising or medical promotion. 

It goes through an agency who is ‘qualified to review the material, 
give advise, give counsel, prepare the material and L. W. Frohlich 
has been doing our medical work for 10 or 11 years, maybe longer, 
and has done a very efficient job. 

This was no exception. This is a routine procedure, and one thing 
that has not been brought out in this whole thing that I think is very 
important : 

For the hundred thousand dollars we had the privilege of preparing 
a list of top practitioners in England, 20,000 minimum. This particu- 
lar list we prepared in E ngland through our branch there, and every- 
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one of these doctors received a complimentary copy from Parke, 
Davis & Co. of the entire issue lasting a year. 

In other words, we paid $5 a copy, or $5 for the year, which would 
be about 40 cents a copy, which I think is one of the best buys that 
we have made for some time. That is briefly the story of it. 

The hundred thousand dollars is not « grant. It is not considered 
anything unusual. It was not paid in one lump sum. 

We investigated how the expenditure was being made quarterly, 
to be sure the magazines were mailed to 20,000 doctors. 

We have photostatic copies of the mailing. We had the expense. 
When we were satisfied each quarter, we paid another $25,000 for the 
next quarter, and it was handled in that way. 

Mr. Drxon. May I go on now, Mr. Chairman ? 

Senator Keravuver. All right, Mr. Dixon. 

Mr. Drxon. The point is that, according to our records, you made 
a last payment of $25,000 after this British publication had folded up. 

You have recounted how you paid them, but the point is that one 
of the payments was made after these records 

Mr. Loynp. If you owe $25,000, you have to pay it, don’t you, 
whether it is terminated or not. We agreed that we would spend 
$100,000 to get these magazines mailed to these doctors, and a list 
which we prepared, 20,000 of them, over a year’s time. 

Mr. Drxon. While this took place with respect to the British over- 
seas edition, isn’t it true that prior to that time chloramphenicol had 
been the subject of considerable discussion and consideration by the 
Food and Drug Administration and by Dr. Welch’s Antibiotic Di- 
vision ? 

_ Mr. Loynp. I don’t quite follow you. Would you mind repeating 
that ¢ 

Mr. Drxon. Dr. Welch was head of the Antibiotics Division. You 
knew that, did you not? 

Mr. Lornp. Why, sure. 

Mr. Drxon. Prior to 1956, when this British overseas edition was 
put out by M.D. Publications, your product, chloramphenicol, had 
been the subject of many discussions in the Antibiotics Division of 
which Dr. Welch was the head, isn’t that correct? 

Mr. Loynp. I don’t know what they discussed in the Antibiotics 
Division of the Food and Drug Administration. It had been the 
subject of discussion in medical journals, and even in newspapers, 
unjustly, in my opinion. But what they discussed in Food and 
Drug, they never called me in to discuss in Food and Drug. 

Mr. Drxon. You were here this morning when Dr. Finland was 
testifying ? 

Mr. Loynp. Yes, indeed. 

Mr. Drxon. When the exhibits were put in the record outlining the 
fact that Chloromycetin, or chloramphenicol, had been referred to 
the scientists for study and evaluation, and that they made a recom- 
mendation to the Food and Drug Administration, then the Food and 
Drug Administration put out a press release requiring that in the 
future labeling and advertising should contain a certain warning: 

Mr. Lornp. Not advertising. 

Mr. Drxon. I will read it to you. 

Mr. Loynp. Labeling and finishing circular. 








13988 ADMINISTERED PRICES 





Mr. Drxon. I will read it to you. 
Mr. Loynp. OK. I will read my copy, too. 

Mr. Drxon. I will let it speak for itself. I don’t think my memory 
is wrong, but I could be corrected. If you will refer to the press 
release of August 14, 1952 

Mr. Lorynp. What was the date, Mr. Dixon? 

Mr. Dixon. The press release was dated August 14. The Na- 
tional Research Council letter was dated August 7. 

Mr. Loynp. I have one August 14, 1952. 

Mr. Drxon. I will read you both of them. The first one is the 
August 7 letter. It is our exhibit 79. This is the recommendation 
that was made to the Food and Drug Administration by the National 
Research Council. 

Under No. 2—I won't read it all—it says this: 

Although this complication has thus far been uncommon, it is sufficiently im- 
portant to warrant a warning on the label of packages of the drug and in 


advertisements of the drug and the recommendation that chloramphenicol not 
be used indiscriminately or for minor infections. 





It was the purpose of this press release to carry this out. 

Mr. Loyrnp. I misunderstood your first question. I understood 
you to say that the Food and Drug Administration said that this 
warning must appear on the label, and all advertising. 

The letter you are reading now is a recommendation to the Food 
and Drug Administration by the National Research Council. 

Mr. Dixon. I will stand corrected if that was the impression I gave 

ou. 
. In its press release the Food and Drug Administration included the 
recommendation that it had received from the National Research 
Council. 

It is true that on page 3 the press release states: 


Commissioner Crawford said the labeling of Chloromycetin will be changed 
to include the following warning. 


— the warning is set forth that you were supposed to comply 
with. 

Mr. Loynp. Correct. 

Mr. Drxon. Of course, they did incorporate the statement in the 
press release that I referred to, but the advertising that I assume that 
you may be referring to is journal advertising, which I do not un- 
derstand Food and Drug to have any jurisdiction over. 

Mr. Loynp. That is correct. 

Mr. Dixon. But I do understand from their statement that every- 
thing else that you may, or may not, call advertising—you may call 
it promotion—is within the labeling requirement of this warning. 

Mr. Lornp. I do not agree with you. 

Mr. Dixon. They would not agree with you, then, because they 
came here and said so, and said the Supreme Court backed them up. 
That was their view. 

Mr. Loynp. Not with us, they have not. 

Mr. Drxon. Food and Drug has published new proposals in the 
Federal Register very recently. But you are saying, because they 
have never contested with you individually before the Supreme Court, 
that the Supreme Court’s interpretation does not relate to you; is 
that what you are saying to me? 
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Mr. Loynp. No. You ask the questions, will you, please? Don’t 
try to tell me what I am going to tell you, sir. 

Mr. Drxon. Let me tell you what they told us. 

Mr. Loynp. You just ask me the questions. You are trying to give 
the answer before you ask the question. 

Mr. Dixon. The Food and Drug Administration said that to us. 

Mr. Lornp. Well, that is all right. They can say anything they 
want to, to you. 

Mr. Dixon. You just do not agree with it? 

Mr. Lorynp. I do not agree with it. 

Mr. Drxon. All right, we have established that. Now, let me get 
something else. 

Back in 1956, when a drug industry committee, as I recall, came 
down here headed by Mr. Connor of Merck, following complaints in 
the drug industry that there was some question about Dr. Welch, 
were you aware of this committee coming to Washington at all? 

Mr. Lornp. What committee was it ? 

Mr. Dixon. It was a drug industry committee. You never heard 
of this before either? 

Mr. Loynp. Just a minute, so I can understand. You say there was 
a drug committee representing—who appointed the committee? 

Mr. Dixon. Drug manufacturers. 

Mr. Loynp. Who appointed the committee? 

Mr. Drxon. I do not know that, sir. All I know is that in the 
exhibits that we put in this record during the hearings on Dr. Henry 
Welch, quoting letters and memoranda, it was very clearly set out 
that the American Drug Manufacturers Association set up a com- 
mittee, and I believe Mr. Connor of Merck headed it, which came 
down here and met with the Commissioner. He referred them to 
Dr. Welch, and I believe Dr. Holland, at the time. Then a memo- 
randum was written, after this was all over, and submitted for the 
files, which was made a part of our records. 

I am asking you whether you were aware of any such committee 
coming to Washington about that time? 

Mr. Lornp. There was no committee, to my knowledge, that came 
to Washington at that time to discuss this problem with Dr. Welch. 
There were two or three individuals, self-appointed, who discussed 
this problem, but no committee, to my recollection, and I am pretty 
sure I am right. 

Mr. Drxon. In other words, so far as you know, they were self- 
appointed ? 

Mr. Loynp. Correct. 

Mr. Drxon. You had nothing to do with it? 

Mr. Lornp. No. 

Mr. Drxon. The matter was not submitted to you for approval ? 

Mr. Loynp. Absolutely not. 

Mr. Dixon. During the course of the Welch hearings, it developed 
that this matter came up again as a result of articles that Mr. John 
Lear wrote in the Saturday Review. And then in late or mid-1959, 
certainly by the time Mr. Flemming became Secretary of Health, Edu- 
cation, and Welfare, a study was made by that agency. Mr. Flem- 
ming became Secretary before then, but after he became Secretary, he 
had this matter looked into. I have a copy of a letter that you wrote 
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to Secretary Flemming, dated June 12, 
into this problem. 

Mr. Loynp. Yes, sir. 

Mr. Drxon. And I will read it. 

Mr. Chairman, this ought to be made exhibit 87. 

Senator Krravuver. Very well. 

(Exhibit No. 87 may be found on p. 15850.) 

Mr. Dixon. Not to burden the record, I will start with the second 
paragraph : 


The subject I wished to discuss with you briefly was the vicious attack on 
Henry Welch by Mr. Lear in the February 1959 issue of the Saturday Review 
which, in my opinion, is entirely without foundation. 

I have known Henry both in a business way and socially for a period of over 
20 years. In my opinion, he is an outstanding American citizen. During my 
very close association with him over this period of time, I have always found 
that he has upheld the dignity of his position with the Government and has been 
honest but firm in his dealings with industry. He is greatly admired for his 
ability and fair play by all the members of our industry. 

To feel that there was any conflict of interests as far as Dr. Welch’s activities 
are concerned, again in my opinion, is absurd. Mr. Lear seems to think there 
is something wrong about Dr. Welch having association with two medical journals 
and at the same time being in a position to know a great deal about the material 
presented, while the journal he edits accepts advertising from the pharmaceu- 
tical industry. Logically extended, this argument would condemn most of the 
medical journals published in this country today since their major, if not entire, 
source of income is from advertising. Evidently Mr. Lear does not realize that 
both journals make a valuable contribution to the medical profession as well as 
the pharmaceutical industry. 


And then you continue. 

This certainly must have been your opinion of Dr. Welch on June 
12. Have you changed it? 

Mr. Lornp. No, sir; I have not. 

Mr. Dixon. You still think he is just the type of man you described 
there ? 

Mr. Loynpv. Absolutely. 

Mr. Drxon. You think it was not wrong for him to sit as the head 
of the Antibiotics Division, to encourage the Food and Drug Admin- 
istration to hold symposiums and to copyright those symposiums; to 
assist, if not select, the experts who read papers at the symposiums, 
and then turn around and sell those reprints back to the industry to be 
used as promotion to doctors? 

Mr. Loynp. Who said he picked the people to appear? 

Mr. Drxon. That is cited in the documents in this record. 

Mr. Loynp. I know some people that appeared that wasn’t picked. 

Mr. Dixon. All that I am referring to is contained in the documents. 

Mr. Loynp. I still stand on the letter. I mean it sincerely. I have 
seen nothing in my contact with Henry Welch that would indicate 
that he didn't perform a great service. He is well qualified to do the 
job. And I have not changed my opinion. 

Mr. Dixon. You have changed your opinion not a bit since you 
found out that he received S18. 000 from a total of some $36,000 left 
after the British publication, of which you were the sponsor, was dis- 
continued. You see nothing wrong with that ? 

Mr. Loynp. Let me correct one or two things. In the first place, we 
did not sponsor. We purchased a service. In the second place, I 


don’t know that Henry Welch got $18,000. The only thing I know is 
what I read in the paper. 





1959, when he was looking 
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Mr. Dixon. The exhibit that I referred to, prepared by M.D. Pub- 
lications, exhibit 86, shows that. 

Mr. Lornp. I don’t question that. But you said after I knew that 
he got it. 

Mr. Drxon. You know it now and you have not changed your mind? 

Mr. Loynp. I don’t know it. 

Mr. Dixon. You don’t know he received it? 

Mr. Loynp. No, sir; I do not. 

Mr. Drxon. He conceded he received it. 

Mr. Loynp. When did he concede it? He didn’t see it published ? 

Mr. Dixon. It was published by us. 

Mr. Loynp. When you say that I know he got it, Mr. Dixon, I do not 
know. 

Mr. Drxon. I say people hired by you know it. 

Mr. Loynp. No; I would object to that insinuation. 

Senator Keravver. Mr. Loynd, his attorney, Mr. Markel, was up 
here before us. He conceded, and everybody else conceded, that Dr. 
Welch received half of this $36,000, after the British publication 
ceased to exist, from Mr. Frolich, your agent. It was also conceded 
that he made net about $180,000, I believe 

Mr. Drxon. $280,000. 

Senator Kerauver. $280,000 from the sale of reprints, and from his 
participation in this medical journal advertising. You see nothing 
wrong with him doing that and being head of the Antibiotics Division ? 

M. Loynp. If I understand it correctly—and I have seen this pub- 
lished, Senator—he had permission in writing from his superiors 
to take on this particular function. They had a tabulation of his 
activities. The only thing that I have seen that they questioned was 
the amount of money involved—not the principle. In my opinion, 
if it was approved—they knew what he was doing—it didn’t make any 
difference whether he made $2 or $200,000. 

Senator Keravuver. He told his superiors that what he was getting 
was honoraria. They thought he was getting $50, $100 or some such 
sum. He never did tell them about these large sums, and that the 
were based upon the amount of advertising and reprints that were sold. 
When that was uncovered, Secretary Flemming asked him to leave. 

You see nothing wrong with Dr. Welch receiving payment based 
on a formula by which he could figure out the effect of loss of advertis- 
ing on his own income? 

Mr. Loynp. I will answer that question this way. In my entire 
experience with Henry Welch in the Food and Drug Administration, 
from Charlie Crawford down to the present time, nobody has ever 
asked me for any advertising of any kind, or any contribution of any 
kind, regardless of who it might be in the entire department. That 
is up to today—it is getting a little late—but absolutely not. 

Senator Kerauver. All right. 

Go ahead, Mr. Dixon. 

Mr. Drxon. On that point, Mr. Chairman, I have another document 
that should be put into this record as exhibit 88. This is a letter 
dated March 7, 1955. 

(Exhibit No. 88 may be found on p. 15852.) 

Mr. Dixon. This is from Dr. Welch to Dr. Ibanez, concerning a 
letter from L. W. Frohlich & Co. about the publication of Dr. Wood- 
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ward’s paper in the first issue of Antibiotic Medicine. In the last 
paragraph, this sentence appears: 


I recognize that the paper by Ted Woodward is of some importance to Frohlich. 
Frohlich is your advertising agent. 


From the fact that I am repeating publication in the journal, it is obvious 
that I feel the paper is important also. I don’t like a little bit the critical com- 
ment of Mr. Frohlich concerning my choice of articles for the first issue of 
Antibiotic Medicine, and I would appreciate it if you would so inform him. So 
long as I am editor of the journal, right or wrong I intend to make the determi- 
nation as to which papers will be accepted for publication. Furthermore, I 
would appreciate it if you would also inform Mr. Frohlich that no one in this 
country has done as much to inform physicians concerning the proper place of 
chloramphenicol in chemotherapy than I have. 

Mr. Loynp. It certainly indicates we had no influence on Henry 
Welch’s directives or activities as outlined in that particular letter 
you just read. 

Mr. Dixon. This letter, I point out to you, was written a year before 
Frohlich, acting as your agent, made the $100,000 grant as a 
sponsor 

Mr. Loynp. Frohlich did not make a $100,000 grant. 

Mr. Dixon. Let’s get it correct—guaranteed $100,000. 

Mr. Loynp. He didn’t guarantee anything. We bought a service. 

Mr. Dixon. You bought a service ? 

Mr. Loynp. Correct. 

Mr. Drxon. All right. Let’s call it a service then. You said you 
bought a service. Did you know the approximate distribution of 
Antibiotic Medicine and Clinical Therapy ? 

Mr. Loynp. In what country ? 

Mr. Dixon. Domestically. 

Mr. Loynp. I have no idea; no, sir. 

Mr. Dixon. On page 6487 of the transcript of May 18, 1960, there is 
a subcommittee exhibit showing Parke, Davis advertising with M.D. 
Publications from 1953 to 1959 as totaling $14,616. Consequently, it 
would appear that in 1956 and 1957 Parke, Davis paid about $250 a 
month for advertising in this magazine. Antibiotic Medicine and 
Clinical Therapy. 

Did Parke, Davis place advertising in this journal, Antibiotic Medi- 
cine and Clinical Therapy? It is true they did, didn’t they? 

Mr. Loynp. Wait a minute. You said did Parke, Davis & Co. 
pay as 

Mr. Drxon. Place advertising. 

Mr. Loynp. No; I am sure it was placed by our advertising agency. 

Mr. Drxon. Your advertising was placed by Frohlich, but Parke, 
Davis products were advertised in these journals. 

Mr. Loynp. Oh, I presume they were. 

Mr. Drxon. It is our understanding that the aim of the British 
journal was to have a circulation of about 20,000. Isn’t that correct? 

Mr. Loynp. Correct. 

Mr. Drxon. Assuming this average that we have just worked out, 
a monthly cost of about $250 for advertising in this country, that 

means Parke, Davis would have paid $3,000 yearly for 60,000 U.S. 
doctors. But you would have been paying $100,000 to reach 20,000 
British doctors, would you not? 

















ADMINISTERED PRICES 13993 


Mr. Lornp. I don’t know. What point are you trying to make? 
I don’t follow you. You aretraveling a little fast. 

Mr. Drxon. I thought the question was clear. 

Mr. Loynp. Because we spend so much an ad in one journal, and 
a different amount in another journal, and another amount in an- 
other journal, what are we trying to get at ? 

Mr. Drxon. I am rather impressed by the higher price you are will- 
ing to pay in the British market. 

r. Loynp. We admit it was a high price to pay. We thought it 
was worth it. 

Mr. Drxon. Why did you think it was worth it? Because of the 
privileges you would receive in that journal ? 

Mr. Lorn. The privileges? We didn’t receive any privileges. 

Mr. Drxon. You were in a favored position in the journal, as I 
would understand it. 

Mr. Lornp. I wouldn’t call that a privilege. 

Mr. Drxon. We have just received a letter today, Mr. Chairman, 
which I want to put in the record. It came to us from counsel. It is 
marked, “personal and confidential,” dated June 22, 1956, addressed 
to Mr. Frohlich, from Dr. Ibanez. It sets forth what the understand- 
ing wasonthismatter. It says: 

Dear Mr. Frouticu: First of all, please allow me to thank you for your kind 


and most thoughtful help in establishing a liaison between M.D. Publications, 
Inc., and your client, Parke, Davis & Co. 


“Liaison” doesn’t mean agent—it says “liaison.” 


Both Dr. Welch and I sincerely feel that it is only thanks to your most intel- 
ligent handling of the negotiations that we have been able to crystallize the 
project of the oversea (British) edition of Antibiotic Medicine and Clinical 
Therapy, which, I am sure, will be of the greatest importance to your client. 


Mr. Drxon. Dr. Ibanez then makes a preliminary statement, and 
proceeds to stress this point : 


Hoping that I shall be accurately interpreting the thoughts of your client as 
well as those of our company. 


This is the basis of what he put in writing as the gentleman’s agree- 
ment between the two parties: 


1. M. D. Publications, Inc., will organize, produce and distribute an oversea 
(British) edition of Antibiotic Medicine and Clinical Therapy (with a British- 
American editorial board) that will be printed and mailed in England. 

2. This British edition of Antibiotic Medicine and Clinical Therapy will be dis- 
tributed to 20,000 physicians in Great Britain. 

3. The British edition of Antibiotic Medicine and Clinical Therapy will be 
similar in format and contents to its American counterpart, although it will con- 
tain an ever-increasing proportion of British material starting with a 16-page 
form devoted to British medical news, highlights of meetings— 


and so forth. 


4. The editors of the journal hope that good scientific articles with clinical 
studies on the antibiotics and other Parke, Davis drugs, of sufficient clinical in- 
terest and objective value to be accepted, will be submitted for publication. 

5. The journal will solicit British and American advertising in the hope that 
eventually this might help to underwrite all our part of the expenses of the 
British edition of Antibiotic Medicine and Clinical Therapy. 

6. Parke, Davis & Co. will have first preference in selecting advertising posi- 
tions in the journal. 

7. The journal will be mailed, as we indicated above, to 20,000 physicians in 
England selected from the mailing list submitted by Parke, Davis & Co. as a 
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way to guarantee that the scientific material as well as the advertising of in- 
terest to this company will reach preferred physicians on their mailing list. 

8. Dr. Henry Welch as editor in chief and the writer as associate editor and 
publisher of the journal will endeavor to guarantee the high scientific quality 
of the journal as well as the regular frequency of its publication on a monthly 
basis. 

The agreement between Parke, Davis & Co. and M. D. Publications, Inc., will 
require that our company publishes 12 issues in the period beginning either in 
October or November 1956 and ending in September or October 1957. At that 
time this agreement should be rediscussed— 
and so on. 

In discussing the $100,000 cost, this appears: 

9. The cost to Parke, Davis & Co. for the advertising and other benefits that 
it will derive from the first 12 issues of this project will be $100,000, of which 25 
percent will be payable immediately and 25 percent at the end of each of the three 
subsequent quarterly periods. 


And then this is an interesting point: 


10. It is suggested that the payment of the sum mentioned above be made 
on the basis of paying 60 to 70 percent of the total amount in dollars in New York 
and not less than 30 percent and not more than 40 percent in sterling currency 
in London. 

It is pretty clear what the conditions were of the agreement. Of 
course, it is addressed to Frohlich, but it sets out very definitely what 
services you say you will buy. 

That should be made, Mr. Chairman, exhibit 89. 

Senator Kerauver. Very well. 

(Exhibit No. 89 may be found on p. 15853.) 

Senator Kerauver. Do you want to make any comment about it, 
Mr. Loynd? 

Mr. Loynp. Not in addition to what I have already made, Senator, 
unless you had some more questions. 

Senator Kerauver. Let me ask you gentlemen a question off the 
record. 

(Discussion off the record.) 

Senator Keravuver. As the basis for my next question, Mr. Loynd, 
it appears on page 68 of this book by Mr. Mahoney, “The Merchants 
of Life”—I have seen these figures elsewhere, but the exactness of the 
figures is not the important thing—that you sold $9 million worth of 
Chloromycetin in 1949. Then in 1950, this rose to $28 million. In 
1951, it rose to $52 million. And then came your total sales volume 
of $138 million, putting you in first place in a highly competitive in- 
dustry; that is, taking the lead from Eli Lilly, which topped you in 
the previous year. 

Then the next paragraph: 


Several papers blaming Chloromycetin for the deaths of a number of persons 
suffering from aplastic anemia, however, appeared in the New England Medi- 
eal Journal and elsewhere in 1952. The Journal of the American Medical As- 
sociation on June 28 warned against the “promiscous use of Chloromycetin” and 
issued a press release which was published widely in newspapers. More than 
a seore of damage suits, some by medical people, were filed against the com- 
pany, and there were demands that the drug be withdrawn. Parke, Davis was 
flooded with protests, pleas, and suggestions of many kinds. 


Then: 


Harry J. Loynd, who became president in 1951, and its medical director, Dr. 
Sharp, kept their heads. 
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The matter was referred to the Food and Drug Administration for investiga- 
tion and a special committee of the National Research Council studied the evi- 
dence and allowed Chloromycetin to continue with a warning label on the 
packages saying that blood disorders might be associated with intermittent or 
prolonged use. 

Efforts to induce aplastic anemia in animals by giving them heavy doses of 
the drug failed. 

Then it recites that the sales of Chloromycetin dropped in 1952, but 
the total for the year was still $47 million. 

The Holland plant was shut down and Parke, Davis dropped from first to fifth 
in sales in the industry. 


Then it says: 


In many U.S. hospitals, meanwhile, strains of staphylococci-streptococci re- 
sistant to more popular antibiotics developed and physicians turned to Chloro- 
mycetin almost as if it were a new drug. In some quarters the warning label 
was regarded as endorsement. Sales of Chloromycetin soared to $35 million in 
1955 and $53 million, more than was ever sold, in 1957. In that year the firm’s 
$168 million total sales volume was its largest until that time. 

Is that generally the history of your difficulties in the rise and drop 
of sales? 

Mr. Loynp. There is one statement in there, Senator—more than 
one—but one that I would like to comment on. 

Senator Keravuver. All right. 

Mr. Loynp. You made a statement, I think I remember your read- 
ing, that scores of suits had been filed against Parke, Davis & Co.? 

Senator Keracver. “More than a score of damage suits.” 

Mr. Loynp. Well, “more than a score.” 

Senator Kerauver. Yes. 

Mr. Loynp. I object to that because I do not think it is right. 

Senator Kerauver. Anyway, you do not have offhand knowledge— 
how many were filed, as a matter of fact ? 

Mr. Loynp. How many were? 

Senator Kerauver. Yes. How many have been filed ? 

Mr. Loynp. Since 1951? Twenty-five. 

Senator Keravuver. That is a little more than a score. 

Mr. Loynp. I thought you said “scores,” pardon me. 

Senator Kerauver. “More than a score.” 

Mr. Loynp. Oh, “more than a score,” thank you. 

Senator Kerauver. Twenty-five have been filed in this period. 
Have any of them ever gone to trial ? 

Mr. Loynp. None have gone to trial. 

Senator Kerauver. Have any of them been settled ? 

Mr. Loynp. Yes. 

Senator Kerauver. Have all of them been settled ? 

Mr. Loynp. No, not all of them. 

Senator Kerauver. There are some still pending? 

Mr. Lorynp. Right. 

Senator Kerauver. Those that have been terminated, were they 
settled ? 

Mr. McGrecor. Sure. 

Senator Kerauver. I mean, did you win any of them or were they 
just: settled ? 

Mr. Loynp. No, they did not go to court. They were settled. 
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Senator Keravver. Settled, all right. None of them have ever 
gone to court, is that right, Mr. McGregor? 

Mr. McGrecor. You mean to trial? 

Senator Keravver. To trial, that is what I mean. 

Mr. McGrecor. That is correct. 

Senator Kerauver. We have the correspondence of the National 
Research Council, the letter which has been made a part of the record. 
Then we have the press release of Commissioner Crawford with the 
warning on the third page. It carries the warning “to appear at 
top of circular,” and then the one to appear on the label. That has 
been put in the record. 

Did you say that that does not apply to advertising to doctors? 

Mr. Lornp. I beg your pardon? 

Senator Keravver. Advertising to the doctors? 

Mr. Loynp. I say that, according to my interpretation of this in- 
struction, it does not apply to advertising or, I should say not “adver- 
tising,” but medical promotion in the way of advertisements in medical 
journals or direct mail pieces. 

Senator Keravver. Mtr. Loynd, look at page 2 of the FDA press 


release which restates the language of the National Research Council 
letter in paragraph 2: 


It is sufficiently important to warrant a warning on the label of packages of 
the drug and in advertisements of the drug. 

Mr. Loynp. That is a recommendation of the National Research 
Council, not the directive we received from the Commission. 

Senator Krrauver. Do you have the directive you received from 
the Commission ? 

Mr. Loynp. I have the two here. One pertains to the circular and 
one—this is not signed. I stand corrected. There was no directive. 

Senator Krerauver. The entire testimony, the press release and the 
whole history of this matter is that they went along with and put 
into effect, or thought they were putting into effect, the National 
Research Council’s recommendation. 

Mr. Loynp. Senator, maybe I can save a little time here. 

Even though there is a difference of opinion in interpretation on 
these, every ad or direct mail piece that we have issued not only in 
the United States, but many other countries in the world, where 
indications and dosages are printed have contained the warning. 

Senator Kerauver. Then you would agree with what I think any 
layman would say, and what I would say: That in fairness to the 
doctor, whether it is on a circular or whether it is in an advertisement 
sent to him, he ought to have all the information, and the warnings, 
that are required by the Food and Drug Administration ? 

Mr. Loynp. Anything for systemic use, absolutely, I agree with 
you. We are morally obligated to see that the doctor is properly 
informed at all times. 

Senator Kerauver. Whether you are talking about dosages or not, 
isn’t that advertising going to the doctors which ought to contain 
this warning? It is a promotion, is it not? 

Mr. Loynp. I beg your pardon? I did not get that. 

Senator Krerauver. Don’t you think you ought to have this warn- 
ing on promotions that you send to the doctor? 
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Mr. Lornp. If for systemic use and indications and dosages are 
included in the ad, absolutely. No exceptions. 

Senator Kerauver. What is the basis for that differentiation? If 
you are promoting the sale of the product to the doctor and you send 
him a pamphlet or a blotter—and I have quite a number of them 
here—that is promotion. Why shouldn’t there be a warning on 
these items? 

Mr. Loynp. Well, probably if we sent a ruler to a doctor, that 
mentioned the name; but I don’t think it gave indications; I don’t 
think it gave dosages. 

Senator Kerauver. What is the legal basis for the differentiation 
between the advertisement that contains recommendations such as, 
“a great drug and truly one of the world’s outstanding therapeutic 
agents, low bacteria resistance, high clinical effectiveness,” and all 
of these other things that you send to the doctor to get him to pre- 
scribe the drug, and those which contain instructions for the dosage? 
What is the legal difference? 

Mr. Loynp. I am not a lawyer. I don’t know anything about law. 

Senator Krrauver. What is the distinction? 

Mr. Loynp. Well, the distinction, Mr. Kefauver, is that anything 
that we said about the systemic use of Chloromycetin where indica- 
tions and dosages are printed, the caution statement appears, and 
I might give you this figure. It might be interesting. 

Up to Supianien 30 last year, as near as we can estimate, the warn- 


ng, has been printed in the United States 84 million times. 


enator Krravver. Did you get the approval of the Food and Drug 

Administration to leave off your warning on all of these potent ad- 
vertisements that you sent out? 

Mr. Loynp. We did not ask for approval. 

Senator Keravuver. You just went ahead and did it anyway? 

Mr. Lornp. I won’t say we just went on and did it anyway. We 
thought we were in our legal rights and moral rights. 

Senator Kreravver. Don’t you think that the purpose of these ad- 
vertisements is to get the doctor to use the drug? 

Mr. Loynp. The purpose of that is to remind the doctor of Chloro- 
mycetin. 

Senator Krravuver. If you are going to remind him of it, shouldn’t 
you remind him of the warning as to its use? 

Mr. Loyrnp. We did not indicate any uses on there, did we, Sena- 
tor? I would like to see one. 

Senator Kerauver. That is what I was asking you. 

Let’s put some of these blotters in the record. 

But you had a different idea about it where the dosage was indi- 
cated, then you felt that you should give the warning. Is that right? 

Mr. Lornp. We felt that where you sent a doctor a ruler, it did not 
have any indications or any dosage recommendations, that it was not 
necessary to put a warning on. 

Senator Krravuver. Those seven blotters will be No. 90. 

(Exhibit No. 90 may be found beginning on p. 15855.) 

Senator Keravver. All right. Here you are giving the dosage 
on this blotter, and there is no warning. Make this No. 91. 
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(Exhibit No. 91 follows:) 
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‘ Mr. Loynp. It doesn’t say because you didn’t that you can’t, you 
snow. 

Senator Kerauver. You said you thought you ought to add the 

yvarning where you recommended the dosage. 

Mr. Loynp. I do. 

Senator Kerauver. That is exhibit 91. Here is another one. You 
gave the recommendation for dosage, and you did not have any warn- 
ing on it. 

Make that 92. 

(Exhibit No. 92 follows:) 
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SiloromyestiniSuccinate 


(chloramphenicol sodium succinate, Parke-Davis) 


PREPARATION FOR ADMINISTRATION 


Chloromycetin Succinate is a new parenteral Chloromycetin product. It 
is supplied in Steri-Vials®, each containing 1 Gm. Chloromycetin. The powder 
in the Steri-Vial is prepared for injection by the addition of Sterile Water 
for Injection. It is highly soluble; gentle shaking of the vial hastens solution. 
The sterile solution is clear with a slight yellow tinge which may become 
more pronounced on standing. The solution may be kept at room temperature 
for 30 days. 

Chloromycetin Succinate may be given intramuscularly, intravenously, 
or subcutaneously. To prepare the medication for administration, use the 
following chart: 


PREPARATION FOR ADMINISTRATION 
ROUTE OF ADMINISTRATION 


0.5 Gm. 1.0 Gm. 


Add 2 cc. Sterile Water | Add 2 cc. Sterile Water 
for Injection. for Injection. 


Give HALF contents Give ENTIRE contents 
of vial (1.25 cc.) of vial (2.5 cc.) 


Intramuscular 


Intravenous — Add 11 cc. Sterile Water | Add 11 cc. Sterile Water 
(May be given directly for Injection. for Injection. 


1.V. or added to 


parenteral solutions.) Give 5 ce. Give 10 cc. 


complete details on dosage, see literature available on request. 


PARKE, DAVIS & COMPANY 
Detroit 32, Michigan 


PD-U-1177 Printed in U.S.A. 


35621—61— pt. 24 26 
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Mr. Loynp. Senator Kefauver, is this supposed to be one that gives 
the dosage, and the therapeutic indications? This is, I guess, exhibit 


Senator Kerauver. That is committee exhibit No. 91. It says: 


For intravenous use, 500 mg., Chloromycetin per 2-cc. ampoule * * * to be 


diluted with aqueous diluent for intravenous use. 


Then there are directions for intramuscular use right next to that. 

Mr. Loynp. We don’t give any indications or any dosages. 

Senator Kerauver. You tell what it is supposed to be used for. 

Mr. Loynp. We describe the package. We do not say what it is to 
be used for. Notthe one I have. 

Senator Keravuver. All right. Let’s give you another one. This 
tells you what it is to be used for. But we will give you a better one 
here. The portion listing “dosage and administration” will be exhibit 


93. 


(Exhibit No. 93 follows :) 


indications 


CHLOROMYCETIN is effective orally, intravenously, or 
rectally in a number of clinical conditions including: 
urinary tract infections; brucellosis; bacterial and pri- 
mary atypical pneumonias; pertussis; enteric fevers 
(salmonelloses, including typhoid fever); dysenteries 
(shigelloses); rickettsial infections (Rocky Mountain 
spotted fever, typhus fever, scrub typhus fever) ; acute 
gonorrhea; granuloma inguinale; and lymphogranuloma 


venereum. 


dosage and administration 

In general, clinical experience with CHLOROMYCETIN 
in acute and chronic conditions in adults indicates that 
the majority respond rapidly to a dosage of 50 mg. per 
Kg. of bodyweight per day, given in divided doses at 
intervals of 4 to 6 hours for several days or until signs 
and symptoms have been controlled. This dosage is 
equivalent to about 23 mg. per pound of bodyweight 
per day. When the patient's temperature has returned 
to normal, dosage of 25 mg. per Kg. of bodyweight daily, 
in divided portions, will usually suffice. An analysis of 
data on dosage in adults has established the fact that 
total dosage of CHLOROMYCETIN ranging from 10 to 
15 Gm. is adequate for most acute conditions. In chronic 
states, 15 Gm. or more may be required. For adult pa- 
tients in whom capsular medication may not be practi- 
cal, Pediatric CHLOROMYCETIN Palmitate, equivalent 
to 125 mg. Chloromycetin per teaspoonful (4 cc.) , may 
be used. For the control of most infections, adults usu- 


COrvmen’, wee. Panae. Savile sco 


Chloromycetin 


ally require a dosage of 4 teaspoonfuls (equivalent to 
500 mg. CHLOROMYCETIN) every four to six hours. 
The initial daily dosage of CHLOROMYCETIN for in- 
fants and children in most infections is calculated on a 
basis of 50 to 100 mg. per Kg. of bodyweight per day, 
divided and given at four- to six-hour intervals. In the 
early stages of severe infection, 75 to 100 mg. per Kg. of 
bodyweight may be given daily. From 30 to 50 mg. per 
Kg. of bodyweight daily is usually adequate dosage for 
control of the infection after initial stages. Infants weigh- 
ing less than 10 Kg. (22 Ibs.) may be given 1 teaspoonful 
Pediatric CHLOROMYCETIN Palmitate every four to six 
hours around the clock, depending on patient's age and 
clinical condition; children weighing over 10 Kg. may 
receive | to 2 teaspoonfuls every four to six hours around 
the clock. 

Single doses of CHLOROMYCETIN have resulted in de- 
tectable blood levels for at least 12 hours. Dosage inter- 
vals of four to six hours achieve clinically effective blood 
levels. 

Note: The use of this product, as with other antibiotics, 
may result in an overgrowth of nonsusceptible organ- 
isms, particularly monilia. Constant observation of the 
patient is essential. If new infections due to nonsus- 
ceptible organisms appear during therapy, appropri- 
ate measures should be taken. 


Sarke, Davis + Ce 


DETROIT 32, MICHIGAN 






packaging 


Chloromycetin Kapseals,® 250 mg., bottles 
of 16 and 100. Chioromycetin Capsules, 
100 mg., bottles of 25 and 100. Chioromy- 
cetin Capsules, 50 mg., bottles of 25 and 
100. Pediatric Chioromycetin Palmitate, 
equivalent to 125 mg. Chloromycetin per 


1%, %-ounce collapsible tubes. Chloromy- 
cetin Cream, 1%, l-ounce collapsible 
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Senator Kerauver. On the front of No. 93, it says, “in viral in- 


fections, Chloromycetin, notably effective, well tolerated, broad spec- 
trum antibiotic.” Then on the inside there are carried the conditions 


for use. 


Mr. Loyrnp. Is that a picture of the eye on the top of the left-hand 


corner ? 


Senator Keravver. And then on the back of it is listed “dosage and 
administration.” See if you find the warning anywhere on there. 
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Mr. Loynp. Senator Kefauver, would it be in order for me to object 
to using this as an indication for use, when I cannot find anything 
on here where indication for use of dosages are printed ? 

Senator Krravuver. Exhibit 91 says “for intramuscular use,” and 
“for intravenous use.” 

Mr. Loynp. It does not give indications. It does not give dosages. 

Senator Keravver. It does not give the exact dose, but it gives what 
it is supposed to be used for. It speaks for itself. 

Mr. Loynp. I do not see where it gives what it is supposed to be used 
for. Not on the blotter I have. It describes the product, and how you 
make a solution, that is all. It does not say what it is supposed to be 
used for. 

Senator Krravuver. It says “for intramuscular use,” on exhibit 91. 

Well, it speaks for itself. Let’s get on. How about another one 
that we have here. 

Mr. Lornp. Yes, I remember this real well. I want to read you a 
letter—I presume you have it in your file—dated April 7, 1953. This 
is addressed to Dr. Henry Welch, Director, Division of Antibiotics, 
Food and Drug Administration, Washington, D.C. 


DeaR Mr. WELCH: We are attaching a copy of Chloromycetin mailing piece 
D-156, which was mailed to physicians on March 23. Subsequent to the mail- 
ing of this folder, it was discovered that a statement relative to blood disorder 
precautions had been inadvertently omitted from its place in the final form. 
Though the omission was noted too late to hold U.S. distribution, correction 
has been made in Canadian copy, and the mailing piece scheduled to be dis- 
tributed in Canada May 11 will contain the precautionary statement. A mailing 
on the effectiveness of Chloromycetin due to be mailed in the United States on 
April 13 has a precautionary statement definitely included. This Department 


has very definite directives from our medical and control people, and from the 
highest management levels, to include adequate precautionary information rela- 
tive to blood disorders in all Chloromycetin printed material relating to the 
systemic use of the antibiotic. We regret the occurrence cited above, and as- 
sure you that every step is being taken to see that it will not be repeated. 

Very truly yours, 


Watter L. GRIFFITH, 
Manager, Professional Promotion Department. 

Senator Kerauver. How many copies did you send out? 

Mr. Lorynp. That I cannot answer. 

Senator Kerauver. Well—— 

Mr. Loynp. I think this is one mistake in a lifetime, which we 
admitted frankly, and called to their attention. 

Senator Keravuver. Did you send the doctors a letter to tell them 
that you had made a mistake in it? 

Mr. Loynp. We followed it up, it says here, with a brochure, on 
April 13, immediately. 

Senator Kerauver. Did you say in your subsequent brochure to 


the physicians to disregard the previous one and to tell them “we 
made a mistake” ? 


Mr. Lornp. No, sir; we did not. 

Senator Kerauver. That is a remarkable mistake, particularly in 
view of the fact that the Food and Drug Administration says that 
this warning is to be at the top of your circular. 
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Mr. Loynp. This isnot acircular. This isa direct mail piece. 
Senator Krerauver. Whether a circular or an advertisement or 
whatever it is, the warning was to be prominently displayed at the 
top. 
Mtr. Loynp. Senator, could I ask you a question? In your lifetime, 
did you ever make one mistake? 

Senator Keravuver. I have made a lot of mistakes. 

Mr. Loynp. This is one, after printing a warning 84 million 
times 

Senator Krravuver. In medicine that might be improperly used by 
a physician. I certainly would have sent to the doctors some notice 
about a mistake I had made. 

All right. Here is a large ad you ran in magazines. It will be 
exhibit 94. 
(Exhibit No. 94 follows :) 
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Senator Keravuver. This appeared in many medical journals. I 
do not think we need to publish a list of the journals—every medical 
journal apparently in the country—anyway, hundreds of them. In 
this ad you recommended Chloromycetin. It is true that you do not 


give the exact dosages, but you recommended its use, and there is 
no warning. 


Mr. Lorynp. May I see the ad, please? 

Senator Keravuver. We are sending it over to you. 

Mr. Loynp. Senator Kefauver, this is simply an announcement, 
and I will read it, so everybody can have it on record. 

Chloromycetin. Since its introduction over 4 years ago Chloromycetin has 
been used by physicians in practically every country in the world. More than 
11 million patients have been treated with this important antibiotic, truly one 
of the world’s outstanding therapeutic agents. 

There are no indications, there are no dosages. It is simply a flat 
statement concerning the quantity of Chloromycetin used. 

Senator Krravver. It is a very potent advertisement. Of course, 
any doctor can look up the dosage. But it is a very potent advertise- 
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ment seen by the doctors in almost every medical journal in the 
United States. I would really think that in line with the National 
Research Council’s recommendation which the Food and Drug Ad- 
ministration was trying to follow, whether it involves dosages or 
promotion, you ought to put that warning in for the protection of 
the physician. 

Mr. Loynp. Well, Mr. Senator, we recommended it for nothing 
here, absolutely nothing. 

Senator Krerauver. You recommended it as a potent, outstand- 
ing antibiotic. 

Mr. Lorynp. We do not recommend it. We say, “Truly one of the 
world’s outstanding therapeutic agents.” We do not give the field 
where it is used, the dosage it is used, how it is used. We simply make 
ce —— that more than 11 million patients have been treated— 
that is all. 

Mr. Dixon. Did your view that you are not required to put this 
warning in that type of promotion material in any way reflect the 
official views of the Food and Drug Administration during that time? 
is Mr. Loynp. We never asked the Food and Drug Administration, Mr. 

ixon. 

Senator Kerauver. Here is a brochure which states “for wide range 
of antibiotic activity.” You tell what it is to be used for, how it is sold, 
what sizes it is made in. Of course it includes recommendations for 
Chloromycetin, a whole series of illnesses for which it is to be used, “the 
antibiotic of wide clinical application.” You do not have the detailed 
dosages here, but I would certainly think you ought to have a warning 
on these. 

Mr. Loynp. May I see that ? 

Senator Kerauver. We will make this exhibit 95. 

(Exhibit No. 95 follows :) 
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Mr. Lornp. Mr. Kefauver, I do not see any indications here or any 
dosage recommendations. 

Senator Kerauver. You have a good lawyer, of course, sitting right 
next to you. I am sure your company knows, and he knows, that the 
Supreme Court decision in the Kordel case states that the distinction 
between a circular and an advertisement does not make any difference. 
Let me read this one paragraph: 


Appellee contends that the circulars constituted advertising and, therefore, 
did not constitute labeling within the meaning of the act. The contention as- 
sumes that printed matter (such as a circular) cannot constitute both advertis- 
ing and labeling. This assumption is unwarranted. Most, if not all, labeling is 
advertising. The term “labeling” is defined in the act as including all printed 
matter accompanying an article. Congress did not, and we cannot, exclude from 
the definition printed matter which constitutes advertising. 


Then Mr. Flemming, when he testified before us on June 3, 1960, said 
this: 


We believe some firms have resorted to misleading claims in promoting their 
new drugs. Some of this promotion is carried out through medical advertising 
which is not directly subject to the controls of the Food, Drug, and Cosmetic 
Act. Much of it is carried out through promotional material mailed directly to 
prysicians and pharmacists. This we believe is labeling within the meaning 
of the law we enforce. 

So, apparently the Supreme Court decision and Mr. Flemming’s 
interpretation and ruling agree that this material you were sending 
out is considered labeling, is subject to the Food and Drug Admini- 
stration, and should carry this warning. 

Mr. McGrecor. I think we must let Mr. Flemming make his own 
interpretation of the law and we will make ours. 

Senator Krerauver. Very well. But the law is that you should have 
had this warning on that material. 

Mr. McGrecor. I don’t agree with that. 

Senator Keravuver. And this is Mr. Flemming’s ruling. But 
whether it is the law or whether it is a ruling, for the protection of 
the doctors so that they can have full information, it is manifest in 
my opinion that the warning should have been included. 

Another thing is that we find this warning usually over on the 
second or third page of the circular. The FDA requirement was 
that it appear at the top of the circular. 

Mr. Loynp. Are you talking about circular now, Senator, or direct 
mail piece? 

Senator Keravuver. Well, circular, but it should apply to a direct 
mail piece, too. We have some of your circulars where the warning 
is back on the second, third, or fourth page. 

Mr. Loynp. Some of our finishing circulars? May I see one, 
please? 

Senator Kerauver. Do you call these circulars? 

Mr. Loynp. No, sir. 

Senator Krravuver. What do you call this then? 

Mr. Loynp. Maybe you people are not familiar with the correct 
term that is applied to the material we are talking about. I don’t 
know whether we have a finishing circular here or not. 

Senator Keravuver. I will send these around to you. I don’t think 
we can put them in the record. 

Mr. Lornp. They are not finishing circulars. 
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Senator Kerauver. They have everything in them that a circular 
has. 

Mr. Lornp. Senator Kefauver, I think you made a statement: “Did 
you have finishing circulars that had the war ning back on the second 
and third page.” ‘I would like to see one. 

Senator Kerauver. Let’s pass these around and see what they are. 
They look like circulars to me. 

Mr. Loynp. I think they are not. 

Senator Kerauver. They have the full story about the drug, its 
use, and then back on the second or third page 

Mr. Loynp. They are not finishing circulars. That is not a finish- 
ing circular. 

Senator Krravver. Isn’t that the same thing as a circular? 

Mr. Loynp. No, sir. You have the finishing circular, I am sure 
Mr. Dixon has one. 

Senator Kerauver. We will try to get one. But if this warning 
is required to appear at the top of the circular, why shouldn’t you 
put it in a prominent place in these attractive booklets that you send 
around ? 

Mr. Loynp. It is ina prominent place. 

Senator Keravver. Back on the third or fourth page. 

Mr. Lorynp. Not in all situations. 

Senator Krrauver. The doctor gets these booklets or whatever you 
call them, if they are not circulars. 

Mr. Loynp. Senator, we are talking now about finishing circulars 
or are we back to the subject of direct mail pieces? 

Senator Keravver. I don’t know. I thought these were circulars, 
frankly. 

Mr. Loynp. No, I am sorry, they are not. 

Senator Kerauver. Whether they are circulars or not, they are the 
things that go to the doctors, and why shouldn’t they prominently dis- 
play your warning? 

Mr. Loynp. If you can show me a direct mail piece that we send out 
or a journal ad anywhere any time in the United States where we talk 
about Chloromycetin for systemic use and indications of dosages, I will 
show you where the warning appears in very prominent position. 

Senator Kerauver. Of course the Food and Drug Administration 
requirement doesn’t refer specifically to the circular that goes to the 
doctor, or the circular that is in the bottle of medicine that goes to the 
druggist. This applies to any kind of circular. 

Mr. Lornp. I beg your pardon? 

Senator Keravuver. This warning should appear at the top of the 
circular. 

Mr. Loynp. Finishing circular. 

Senator Kreravver. The FDA requirement in exhibit 80, doesn’t 

say “finishing circular.” It just says “circular.” That is your 
interpretation. 

Mr. Loyrnp. No. 

Mr. McGrecor. That is theirs, too, Senator. 

Senator Keravuver. You have cut it down by the use of the word 
“finishing.” You have made a differentiation between advertising, 
promotion, and the circular, and in both of those cases you don’t 
carry the warning. 
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Mr. Loyrnp. No, Senator, I won’t agree with you. Eliminate the 
word “finishing” if you wish and make it circular; and I would like 
to see a circular that you have that doesn’t have the warning where 
it should be. We have gone way beyond what we were directed to do 
in giving the physician every bit of information we can pro and con 
about Chloromycetin in a warning statement, and, as I said before, it 
has been printed 84 million times, and circulated in the United States. 

Senator Krravuver. The point is that this is the one that goes to the 
doctor, whether you call it a circular or a booklet or whatever you 
want to call it. This is what is going to sell him. I would think, 
to meet: the spirit of the Food and Drug Administration’s require- 
ment, that at the top of the first page of the circular ought to be the 
warning. It says it is to appear at the top, on the first page or the 
second page of this booklet, or whatever you want to call it. But the 
warning is not there. It iselsewhere. It is true that at the time this 
ruling came out you didn’t have these booklets? You only had cir- 
culars? These came out later? 

Mr. Loynp. No, no; we have had those continuously. I would like 
to make one observation to emphasize what we are trying to do. I 
don’t know of any supplier of a pharmaceutical drug or a chemical 
drug in the world today that has taken the precautions and given the 
doctors the warning and everything available about the use of this 
drug that Parke, Davis & Co., has done, and will continue to do, not 
one. 

Senator Keravver. I don’t want to get into a contest with you be- 
tween your company and other companies, Mr. Loynd, but we have 
found advertising material, what you call promotion material, where 
you do not have the danger caution. My best recollection is that it is 
omitted on most of them. 

Mr. Lornp. I didn’t understand that statement. 

Senator Kerauver. I am talking about most of the companies that 
have advertising material that I have seen. Some, I think, have not 
followed this practice, but most of the companies that have been 
here—whether you call it promotional material or whether you call 
it a brochure, or whatever you want to call it, or just advertising—do 
have a statement about the side effects and the cautions that are 
required. 

Mr. Loynp. I would like to see the material. I don’t question your 
statement, but I haven’t seen it. 

Senator Kerauver. We will show you some. 

Mr. Lornp. I would like to see one ad in a medical journal where 
a caution statement of this kind is used by any supplier. 

Mr. McGrecor. We use it but nobody else does. 

Senator Keravver. You are asking for the ad in a medical journal 
that did not have it? Here isanad. 

Mr. Loynp. I beg your pardon? 

Senator Kerauver. You said you would like to see an ad in a medi- 
cal journal that didn’t have the caution. 

Mr. Loynp. No: of our competitors that did have the caution stated 
as clearly and boldly as we have. 

Senator Keravver. I do not know about the medical journal, but I 
have certainly seen warnings on the promotional material of other 
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companies. Of course, no other competitor in the antibiotic field has 
to have a warning like this. 

Mr. Lorynp. W Vell, you heard Max Finland this morning, I am sure, 
and he didn’t agree with the statement you just made. 

Mr. Dixon. Dr. Finland divided his statement into two parts, Mr. 
Loynd. He said that the indiscriminate use for minor ailments was 
biulding up these immunities which were dangerous. 

Mr. Loynp. No, he didn’t say that about sulfanilamide. 

Mr. Dixon. He divided it into two parts. The other one was that 
in addition some of them had a toxic effect; that is what he said. I 
don’t know whether he said some or not, but he said this one had a 
toxic side effect. 

Mr. Loynp. Along with many others, he said, and he gave an exam- 
ple, a very good one, about sulfanilamide. 

Mr. Dixon. That isnot an antibiotic. 

Mr. Loynp. We are not talking about antibiotics. 

Mr. Dixon. That is all we are talking about. 

Senator Kerauver. Let’s get on to something else. 

Mr. Loynp. All right, go ahead, 

Senator Krravver. Do you have the requirement of the Food and 
Drug Administration before you? 

Mr. Loynp. Yes, sir. 

Senator Keravuver. The wording? 

Mr. Loyrnp. Yes, sir. 

Senator Kerauver. I am reading from one of your ads: 


Certain blood dyscrasias (aplastic anemia )— 
followed by other diseases— 
have been associated with the administration of Chloromycetin. 


Mr. Loynp. Yes, sir. 

Senator Krrauver (continuing) : 

It is essential that adequate blood studies be made when prolonged or in- 
termittent administration of this drug is required. Chloromycetin should not 
be used indiscriminately or for minor infections. 

That is to appear at the top of the circular, is that correct? 

Mr. Lornp. Correct. 

Senator Keravuver. Then you changed that? 

Mr. Loynp. We changed it. 

Senator Kerauver. In your circular, in your warning? 

Mr. Loynp. Let me see it. 

Senator Kerauver. In your promotional paper? 

Mr. Loynp. You let me see a change in any of that warning on the 
top of any circular. 

Senator Keravver. Is this a circular? 

Mr. Loynp. That is not a circular. 

Senator Kerauver. You changed it then in these brochures where 
you do give instructions for use. You have instructions for use in 
here? 

Mr. Loynp. What does it say ? 

Senator Kerauver. “Administration and dosage”, and the amount 
of the dosage. 

Mr. Loynp. And no warning in it? 
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Senator Krerauver. Yes, you have the warning, but you changed 
the warning. 

Mr. Loynp. What does it say ? 

Senator Kerauver. I am going to read you what it says: 

Chloromycetin is a potent therapeutic agent and because certain blood dyscra- 
Sias have been associated with its administration, it should not be used indis- 


criminately or for minor infections. Furthermore, as with certain other drugs, 
blood studies should be made when the patient requires prolonged or inter- 


mittent therapy. 

Do you have a copy of that before you? 

Mr. Loynp. No. I don’t know what it is. 

Senator Krrauver. You see, you have added to the warning first 
that “Chloromycetin is a potent therapeutic agent,” and then, “as 
with certain others drugs.” What you have done by adding “Chloro- 
mycetin is a potent therapeutic agent and”—— 

Mr. Loynp. I haven’t had a copy of what you are reading yet, Sen- 
ator, I would like to see it. This is not a Saiahine circular to start 
with. 

Senator Krrauver. But you said earlier that wherever you had 
uses and dosages, this warning was printed. 

Mr. Loynp. Well, this warning is there. 

Senator Krerauver. But you have changed it, and you placed the 
emphasis differently. It does not exactly mean the same thing now, 
or to the same extent. 

The first thing you have done is to add: 


Chloromycetin is a potent therapeutic agent, and because certain blood 
dyscrasias * * * 


The original warning starts out that: 


Certain blood dyscrasias * * * have been associated with the administration 
of Chloromycetin. 


So you have watered down the first part of it, in my opinion, by 
stating that: 


Chloromycetin is a potent therapeutic agent. 


“Potent,” according to Webster’s dictionary, means highly effica- 


cious, chemically or medically. In other words, the drug will do the 
job. 


Mr. Loyrnp. I agree with Webster, too. 

Senator Kerauver. Nobody wants an impotent drug. 

Mr. Loyrnp. No. 

Senator Kerauver. And then you come down further—— 

Mr. Loyrnp. Could I just read one statement that Dr. Finland 
made this morning. He commented on this particular wording. 


And he quotes Chloromycetin is a potent therapeutic agent and so on 
and so forth. 


On the chance that this precaution has been omitted prior to the statement 
of the Council of Drugs and was not being inserted, I looked back at earlier 
issues and found the identical statement in the advertisement— 


and so on and so forth— 


and this precaution seems to be in accord with the recommendation of the 
National Research Council. 
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Senator Kerauver. He is talking about ads in medical journals. 


Mr. Loynp. No, he is talking about the statement we are discussing 
now: 


It is on page 7 and 8 of Dr. Max Finland’s statement this morning. 


Chloromycetin is a potent therapeutic agent, and because certain blood dyscra- 
sias have been associated with its administration 

Senator Kreravuver. But, you have changed the requirement of the 
Food and Drug Administration. 

Mr. Loynp. No, we get back to another subject which I thought we 
had ironed out—that in our opinion we were not required to put this 
statement in promotion material of this kind. But we felt we had a 
moral obligation to do it, and that is what we are trying to do. 

Senator Kerauver. But your statement earlier was that in material 
where the dosage was set forth, you had put in there the Food and 
Drug Administration’s warning. 

Mr. Loynp. No, no, I beg to differ with you. I said the caution 
statement was included. 

Senator Kerauver. The caution statement—I assume you are re- 
ferring to the Food and Drug Administration caution statement ? 

Mr. Lorynp. No, not per se—not word for word. This tells exactly 
the same thing, in my opinion. 

Senator Krrauver. Why did you want to change the Food and 
Drug precaution statement ? 

Mr. Loynp. I cannot answer why we wanted to change it. I do 
not think it was a case of wanting to change. 

Senator Keravver. Why did you change it? 

Mr. Loynp. I do not know. 

Senator Kerauver. There must have been some reason why you 
wanted to change it. You have changed it in three important 
essentials. 

Mr. Loynp. We have not changed the meaning, though. 

Senator Krrauver. You have softened the meaning, and given it 
different emphasis. In one place you have changed the meaning, in 
my opinion. 

Let’s go to the next one. You have added “Furthermore, as with 
certain other drugs,’—you have added the phrase, “as with certain 
other drugs,” which does not appear in the Food and Drug Admin- 
istration warning. That would lead a doctor to believe that this 
is just like other antibiotic drugs, that there wasn’t anything unusual 
about it, that it is the same as in the case of certain other drugs. 

Mr. Loynp. No, I don’t agree with you at all. 

Senator Kerauver. The Food and Drug Administration precau- 
tions says, “It is essential that adequate blood studies be made.” And 
you have added, “as with certain other drugs.” 

Mr. Loynp. Let me read what it says again. 

; Chloromycetin is a potent therapeutic agent, and because certain blood dyscra- 
Sias have been associated with its administration, it should not be used indis- 
criminately or for minor infections. 

How can you arrive at that conclusion ? 

Senator Krerauver. Go ahead. 
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Mr. Loynp (continuing) : 
Furthermore, as with certain other drugs— 


Senator Kerauver. That is anew phrase. 

Mr. Loynp. Well, we are keeping the physician informed. We are 
obligated to, because other drugs have caused blood dyscrasias. 

Senator Kravuver. What other antibiotics? 

Mr. Loynp. Dr. Max Finland made a statement this morning, I 
think. 

Senator Krrauver. Not about antibiotics. 

Mr. Loynp. Do you want me to read for you about what other 
drugs, and read them? 

Senator Kerauver. The phrase, “other antibiotics,” is what is at 
issue here. What other antibiotics cause blood dyscrasias? 

Mr. Loynp. Well, have you seen the warning on streptomycin ? 

Senator Kerauver. That is not an antibiotic? 

Mr. Loynp. It is not an antibiotic ? 
ee Keravver. It is an antibiotic, but it does not compete with 
this. 

Mr. Loynp. I know. But it carries the warning. 

Senator Krerauver. Does it carry the warning on blood dyscrasia? 

Mr. McGrecor. It does. 

Senator Kerauver. Where? 

Mr. McGrecor. In the circular. 

Senator Kerauver. We will get one of those. 

But what I want to know is, how did you happen to add this new 
language? 

Mr. Loynp. Well, I suppose it was pride of authorship on the part 
of one of our medical people who certainly had no intent of diluting 
the precautionary statement. 

Senator Kerauver. Why shouldn’t you follow Commissioner Craw- 
ford’s exact wording? “Commissioner Crawford said the labeling of 


Chloromycetin will be changed to include the following warning,” and 
so on. 


Mr. Loynp. In the circular. 

Senator Krrauver. We have gone through this item, whether it is a 
booklet or a label. In any event, Commissioner Crawford set. out 
specifically and exactly what you were to have in your warning. Why 
did you change it? 

Mr. Loynp. We didn’t change it on the instructions from Commis- 
sioner Crawford. Commissioner Crawford says the label must bear 
so and so. We took our entire sales force for a period of a week and 
says you do nothing—the labels were printed and approved. You go 
around to every outlet in your entire territory and see that this label 
is properly stuck on the package, regardless of where it may be. 

Directive No. 1. Directive No. 2, the warning must appear at the 
top of the circular. And I have not seen a circular yet that don’t have 
the warning at the top of the circular. 

Senator Kerauver. We have read you Secretary Flemming’s ruling, 
and also the Supreme Court ruling, that whether it is a booklet sent 
out about the use of the drug, or a circular, it is considered labeling. 


Mr. Loynp. I have not seen either ruling, Senator, so I can’t com- 
ment. 
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Senator Kerauver. I have just read them. I think you ought to 
look at the rulings, Mr. Loynd. 

Mr. Lornp. lft is an official ruling, I think I will receive it. 

Senator Keravuver. It is the Supreme Court’s ruling. That is the 
law. 

The Food and Drug Administration warning says, “It is essential 
that adequate blood studies be made.” You will see that on the label, 
and then the top of the circular: “It is essential”. Then when you 
come to rewrite it, you strike out “essential,” and say “adequate 
blood studies should be made when the patient requires prolonged 
therapy.” There is quite a difference between “essential” and “should.” 

Mr. Loynp. I don’t see where there is any particular difference be- 
tween “essential” and “should be.” You don’t say “must be made.” 

Senator Kerauver. If it is essential, then that means that it 
shouldn’t be administered unless this blood study ismade. Your word- 
ing just recommends that it should be made. Don’t you think that is 
an important change? 

Mr. Loynp. No, sir, I do not. 

Senator Kerauver. Why did you make it, then ? 

Mr. Loynp. I think I have answered that for you, Senator, on two 
different occasions. I will repeat. Maybe not to your satisfaction, 
but I will repeat what I answered. 

Senator Kerauver. All right, sir. 

Mr. Loynp. Our interpretation of the regulation, we complied with 
it 100 percent. In addition, we wanted to go further, and give the 
doctor all the information we could possibly give him. And any time 
we promoted or recommended Chloromycetin for systemic use, where 
indications and dosages were printed, we put precautionary statement, 
not necessarily exactly word for word on the other—there have been 
exceptions, as you pointed out—but the exception will be rarely, I 
um sure. 

Senator Keravver. Mr. Loynd, why is it that on the circular inside 
of the box or bottle, that goes to the druggist, you have the exact 
language required by the Food and Drug Administration, but you 
have changed it on your brochures and whatnot that you send to the 
physician ? 

Mr. Loynp. I don’t think there is any particular reason, Senator. 

Senator Kerauver. There must have been some reason. 

Mr. Loynp. Well, if there was, the right man is not here to answer 


Senator Kerauver. Whois the right man ? 

Mr. Loynp. The man who is in charge of our promotion material. 

Senator Keravuver. Iam afraid that what you have done here is first 
to dilute the first part of this warning, which starts off, “certain blood 
dycrasias have been associated,” by putting in front of that “Chloro- 
mycetin is a potent therapeutic agent.” Then you have diluted the 
blood study part by saying, “as with certain other drugs.” You give 
the impression that certain other drugs have the same requirement. 
Then you have diluted “essential” by putting in “should be.” There 
must have been some reason why you did these things. 

Mr. Lorynp. Senator, I don’t agree with you. The word “potent” 
[ think reemphasizes more than the original statement. When you 
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say anything is potent, it means look out. And potent reemphasizes 
the fact that precaution should be used. Potent doesn’t mean only 
efficacious. It means it is potent and watch for it. You can’t have the 
use of a drug when you say it is potent mean it is efficacious. When 
you say it is potent, use with reason. And if we did anything at all, 
we emphasized the precautionary statement. 

Senator Kerauver.. Of course, potent means highly efficacious. 

Mr. Loynp. It means also watch out. 

Senator Krravver. I don’t see any meaning of watch out when you 
say potent. Inthe dictionary it says highly efficacious. 

I found one of your labels or circulars that is carried inside the 
bottle, and on it you do follow exactly the Food and Drug caution. 
Is that what you call a circular? 

Mr. Loynp. No, no, that is not a circular. 

Mr. Dixon. That is brochure? 

Mr. McGrecor. I can’t see it. 

Mr. Loynp. I am sorry that I don’t carry a bunch of them around 
with me. I assumed that you people had circulars. 

Mr. McGreeor. Let us see it. 

Senator Kerauver. All right, we will send it over to you. 

Mr. Loynp. This might be a— 

Senator Kerrauver. There are other parts to that circular, with 
diagrams and so forth. 

Mr. Loynp. And you say this does not have the warning ? 

Senator Krerauver. Yes, I said it has the exact language. 

Mr. Loynp. Oh, I beg your pardon, I am sorry. 

Senator Krravuver. It has the exact language that the Food and 
Drug Administration requires. That is what goes to the druggist, but 
when it comes to what you send to the doctors, with the caution at the 
bottom, then you have this different language. 

Why don’t you have the same language to the doctors as you have to 
the pharmacist ? 

Mr. Loynp. As I said before, I think that there is no requirement in 
our interpretation from Food and Drug that we have to have the same 
language on a promotion piece that we have on a finishing circular and 
on the label. 

Senator Keravver. This is about Chlorostrep, which is a form of 
Chloromycetin, and it is what you send to the doctor. This carries 
the changed warning. It will be exhibit 96. Then here is a circular 
from the bottle going to the druggist, with the original warning. 
That will be exhibit 97. 





ADMINISTERED PRICES 


ExHisit 96 


For Consistently Favorable Resuits 
—Combined Antibiotic Action 


CHLOROSTREP 


KAPSEALS AND SUSPENSION 


INDICATIONS: CHLOROSTREP is of special value in the 
treatment of enteric infections and in the treatment of 
mixed infections encountered in bowel and proctologic 
surgery. It is also effective in the treatment of anal fistula; 
postoperatively, following removal of infected pilonidal 
cyst with sinus; and preoperatively, in colon and rectal 
surgery. 

DOSAGE AND ADMINISTRATION: In the usual infectious 
diarrhea or in dysenteric enteritis, CHLOROSTREP may 
be given in a dosage of 1 to 4 Kapseals, or 4 to 16 cc. of 
Suspension, every six hours, according to the patient's 
weight. The tolerated dose is calculated on the Chloro- 
mycetin content, since the dihydrostreptomycin will have 
little, if any, systemic effect, due to nonabsorption of 
dihydrostreptomycin from the intestine. 

In operative procedures involving the intestinal tract, 
CHLOROSTREP is effective against the mixed infections 
commonly encountered. Preoperatively, the above dos- 
ages of CHLOROSTREP (Kapseals or Suspension) may 
be given daily for 3 or 4 days. Postoperatively, 
CHLOROSTREP may be continued for 5 or 6 days along 
with reinstitution of fluids by mouth. 

In treating conditions such as anal fistula, CHLOROSTREP 
(Kapseals or Suspension) is administered more intensively 
by increasing daily dosage or by following a more pro- 
longed course of medication. 

special dosage for premature and newborn infants: 
Premature and newborn infants, apparently because of 
physiologic immaturity, require special dosage supervi- 
sion. They sometimes experience difficulty at dosage 
levels easily tolerated by older infants. It is suggested 
that premature infants receive not more than 25 mg. 
Chloromycetin per Kg. per 24 hours, in divided doses at 
6 to 8-hour intervals. In the full-term newborn less than 
one month of age, a dose of not more than 50 mg. 
Chioromycetin per Kg. per 24 hours, in divided doses at 
6 to 8-hour intervals, is recommended. In instances where 
prolonged therapy is required, or the suggested dosage 
level is exceeded, blood concentrations of Chloromycetin 
should be utilized as a guide to continued therapy. 
Chloromycetin is a potent therapeutic agent and, 
because certain blood dyscrasias have been associated 
with its administration, it should not be used indiscrim- 
inately or for minor infections. Furthermore, as with 
certain other drugs, adequate blood studies should be 
made when the patient requires prolonged or inter- 
mittent therapy. 

REFERENCES: (1) Basu, A. K.,& Rao, M.S.: Indian J. Child Heulth 
7:145, 1958; abstracted in J.A.M.A. 167:646, 1958. (2) Ross, S., 
in Welch, H., & Marti-Ibafiez, E: Antibiotics Annual 1954-1955, 


New York, Medical Encyclopedia, Inc., 1955, p. 712. (3) Por- 
celli, T.: Minerva pediat. 6:962, 1954. 
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EXHIBIT 97 


CHLOROMYCETIN® 
SUCCINATE 


Certain blood dyscrasias (aplastic anemia, thrombocytopenic purpura, granulocytopenia, >. 
penia) have been associated with the adm inistration of Chloromycetin. It is essential that adequate 
blood studies be made when prolonged or intermittent administration of this drug is required. 
“Chloromycetin should not be used indiscriminately or for minor infections. 


Note: The use of this antibiotic, as with other antibiotics, may result in an overgrowth 
of nonsusceptible organisms, particularly monilia. Constant observation of the patient is 


essential. If new infections caused by nonsusceptible organisms appear during therapy, 
appropriate measures should be taken. 


Chloromycetin Succinate (chloramphenicol sodium succinate, P.D. & Co.) is the so- 
dium salt of the acid monosuccinate ester of chloramphenicol. By weight it contains 
72.6% chloramphenicol. This ester is rapidly hydrolyzed by tissue enzymes, producing 
effective therapeutic concentrations of chloramphenicol within the body. Its antimicro- 
bial action, therefore, extends over the same range of pathogenic organisms as Chloro- 
mycetin. The antimicrobial spectruin of Chloromycetin is well-established and includes 
streptococci, staphylococci, gonococci, pneumococci, brucellae, salmonellae, shigellae, 
and many other gfam-positive and gram-negative crganisms, as well as certain rickettsii 
and viruses. 

Chloromycetin Succinate is an excellent agent for use in the treatment of meningitis 
caused by susceptible microorganisms. Chloramphenicol passes readily through tissue 
membranes including the hematocephalic barrier. Chloromycetin Succinate lends itself 
well to the treatment of patients with enteric discase in its acute phase when nausea, 
vomiting, or severe diarthea might inhibit the effectiveness of orai medication. 


Chloromycetin Succinate is ess in Steri-Vials containing the ester as gelsiccated 
powder equivalent to 1 Gm. of chloramphenicol. Dosage and vial contents are expressed 
as chloramphenicol equivalents. 


PREPARATION FOR USE 


The powder in the Steri-Vial is prepared for injection by the addition of an aqucous 
diluent such as Water for Injection or 5% Dextrose Injection. Although Chloromycetia 
Succinate is highly soluble, the rate of solution is somewhat slower in the more highly 
concentrated solutions. Gentle shaki ng of the vial hastens solution. The following 
dilution table may be used as a guide for preparing solutions for injection. 


DILUTION TABLE 


Strength of Solution 


) ————— Volume of Diluent Required 
mg. per cc. 


400 e. 86. 


250 3.8 cc. 
100 hE. ce. 


Sterile solutions of Chloromycetin Succinate may be kept at room temperature for 30 
days without significant loss of potency. The solution is clear with a slight yellow tinge 
which may become more pronounced on standing. This color change is not indicative 


of a loss of potency or other change which would preclude its clinical use. A cloudy 
solution should not be used. 


ADMINISTRATION AND DOSAGE 


In the adult, a dose of 1 Gm. every six or eight hours is suggested. For pediatric use, 2 
dose of 100 mg. per kilogram of body weight per day given in divided doses at six- of 
eight-hour intervals is recommended. The total dose in children, however, should not 
exceed the adult dose of 1 Gm. given at any single injection, with the exception of 
treatment of meningitis in which higher doses up to 200 mg. per kilogram of body 
weight are employed. In all cases, severity of infection and clinical response to therapy 
ghould be the guiding factors determining the proper dosage schedule. 


Premature and Newborn Infonts 


Premature and newborn infants, apparently because of physiological immaturity, re- 
quire special dosage supervision. They sometimes experience difficulty at dosage levels 
easily tolerated by older infants (see under Side Effects). 
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weight per day in divided doses at six- or eight-hour intervals. In the full-term 
ewborn less than one month of age, a dose of not more than 50 mg. per kilogram of 
body weight per day in divided doses at six- or eight-hour intervals is recommended. In 
instances when prolonged Gone or the suggested dosage level is exceeded, levels of 
the antik iotic in the blood should be utilized as a guide. 


{tis su see net that premature infants receive not more than 25 mg. “| kilogram of 


DOSAGE TABLE 
Volume to be Injected 


40% Solution 25% Solution | 10% Solution 


235 Ce 4 & 
1.25 cc. = & 
0.25 ce. 0.4 cc. 


The f llowing methods of administration are recommended on the basis of tolerance, 
ease of nandling and safety: 


1. Istravenously, as a 10 per cent solution to be injected over a one-minute interval. If 


desired, the solution can be added to a larger volume of parenteral fluid for intaven- 
ous i afusion. 


. Istramuscularly, as a 25 to 40 pet cent solution injected deep into the muscle at one of 
the common ‘ites of intramuscular injection. 


. Subcitaneously, as a 10 per cent solution injected through a short, small gauge needle. 
As with the intravenous route, the concentrated solution can be added to fluids for 
subcutaneous clysis. 


The only difference between these three routes of administration relates to the initial 
dose. As might be anticipated, therapeutic blood levels are more rapidly obtained by the 
intravenous route and most slowly by subcutaneous administration. Four hours after 
the initial injection, blood levels are approximately equal. Inuavenous injection of 
Chloromycetin Succinate results in immediate therapeutic concentrations of chloram- 
— which apparently persist after a single dose up to a period of eight hours. Fol- 
owing a therapeutic dose by intramuscular or subcutaneous injection, demonstrable 
levels are inant in the blood for periods exceeding 12 hours. 

Chloromycetin Succinate has also been administered as a nebulized solution by means 


of an interrupted positive pressure breathing apparatus in relief of respiratory infections 
(Antibiotics Annual 1957-58, pg. 821). 


SIDE EFFECTS 


In premature and newborn infants, high dosage of chloramphenicol has been associated 
with abdominal distention with or without emesis, progressive pallid cyanosis, or vaso- 
motor collapse, leading to fatalities in some instances. This has not been observed in 
infants at any age with divided doses of 50 mg. or less per kilogram of body weight per 


24 hours. Prompt cessation of therapy has reversed the process in many cases, with com- 
plete recovery. 

Repeated administration of Chloromycetin Succinate by intravenous, intramuscular 
or subcutaneous routes is associated with minimal local reaction. No significant depres- 
sion of the hematopoietic system was apparent in 77 of 80 infants and children treated 
with Chloromycetin Succinate for five to thirteen days. In the remaining three, slight 
leukopenia with conspicuous reduction in the percentage of neutrophils was observed 
within three to five days after onset of therapy. The white cell and differentia! counts 
promptly returned to normal on discontinuation of therapy. In another study, no toxic 
reactions, either local or general, followed administration of Chloromycetin Succinate 
by intramuscular injection to 15 patients, and hemograms taken one week following 
administration were normal. No local or general toxic reactions followed inhalation of 
the nebulized solution by 15 patients. 


PACKAGE INFORMATION 


Chloromycetin Succinate is supplied in 10-cc. Steri-Vials, each containing the equivalent 
of 1 Gm. chloramphenicol. 


CAMs 
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Senator Kerauver. Who would make decisions about changes like 
that, Mr. Loynd ? 

Mr. Loynp. Who would make decisions? 

Senator Kerauver. Yes. 

Mr. Lornp. On this particular change? That would be made by 
our medical department. 

Senator Keravuver. Does your advertising department have any 
part in making these decisions? 

Mr. Loynp. No, sir. 

Senator Kerauver. Would they be consulted ? 

Mr. Loynp. I beg your pardon ? 

gia Keravuver. Would they be consulted about the changes 
made ¢ 

Mr. Loynp. Would the sales department be consulted ? 

Senator Keravver. Your advertising department. 

Mr. Loynp. Well, the advertising department, you mean would it 
be consulted ? 

Senator Keravuver. Yes. 

Mr. Loynp. No, the medical department says: Here is what you 
must say. 

Now the artwork and the way it is arranged, whether it is pink or 
blue or yellow or green, is up to the advertising department; but, 
basically, the medical department. 

Senator Keravuver. Mr. Loynd, we are not going to get through 
tonight. Could you find out how this change took place and who 
recommended it? 

Mr. Lornp. I will do my best; yes, sir. 

Senator Kerauver. Over night ? 

Mr. Lorynp. I will be very glad to. 

Senator Keravuver. I am about to suggest that we recess until 10 
o’clock in the morning. 

Do you have any questions, Mr. Kittrie? 

Mr. Kirrrie. Not right now. 

Senator Keravuver. We will stand in recess until 10 o’clock in the 
morning. 

Mr. Loynp. Thank you very much. 

Senator Keravuver. We will try to finish with you early in the 
morning, Mr. Loynd. 

Mr. Loynp. Thanks a lot. 

(Whereupon, at 5:50 p.m., the hearing was adjourned, to reconvene 
at 10 a.m., Tuesday, September 13, 1960.) 
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TUESDAY, SEPTEMBER 13, 1960 
U.S. Senate, 


SUBCOMMITTEE ON ANTITRUST AND MoNoPoLy 
OF THE COMMITTEE ON THE JUDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:20 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senator Kefauver (chairman) and Senator Wiley. 

Also present: Paul Rand Dixon, counsel and staff director; Peter 
N. Chumbris, counsel for the minority; Nicholas N. Kittrie, counsel 
for the minority; Lucile B. Wendt, attorney; Dorothy D. Goodwin, 
attorney; Dr. John M. Blair, chief economist; Dr. E. Wayles Browne, 
Jr., economist; Dr. Irene Till, economist ; Dr. Walter Measday, econo- 
mist; Paul S. Green, editorial director; and Gladys E. Montier, clerk. 

Senator Krrauver. Mr. Loynd, will you come around, please? 


STATEMENT OF HARRY J. LOYND, PRESIDENT, PARKE, DAVIS & 
CO.; ACCOMPANIED BY KENNETH McGREGOR, VICE PRESIDENT, 
GENERAL ATTORNEY, AND SECRETARY—Resumed 


Mr. Loynp. Good morning, Senator. 

Mr. McGregor. Good morning. 

Senator Kerauver. We are glad to have Senator Wiley, former 
chairman of the Judiciary Committee and a member of the Foreign 
Relations Committee, with us this morning. 

Mr. Loynd, when we recessed yesterday, I suggested that you try 
to ascertain the reason for the change in the warning which was re- 
quired by the Food and Drug Administration—how this new language 
happened to have been inserted. 

Mr. Loynp. Yes, sir. 

Senator Kerauver. Have you found out about it? 

Mr. Lornp. No, I have not, Senator. As you recall, we closed the 
meeting around 6 o’clock. Our office in Detroit closes at 4:30. Detroit 
is an hour behind the time here. We left the hotel before the parties 
arrived at the office. So Iam sorry I do not have the information you 
requested at the present time, but I will be glad to supply it at some 
time, I hope this afternoon, or in the very near future. 

Senator Kerauver. You have several associates sitting back there 
behind you, and perhaps one of them could get the information and 
give it to us before we finish with you this morning. 

Mr. Loynp. We will do our best. We do not have several associates, 
Senator. We have only one sitting back there, Mr. Carl Johnson; 
one sitting here, Mr. Kenneth McGregor. 

14019 











14020 ADMINISTERED PRICES 





Senator Kerauver. Maybe Mr. Johnson can call. 
Mr. Lornp. We will do our best. 
Senator Kerauver. I thought I met several of your people back 

there yesterday. 

Mr. Loynp. No; I don’t think so. 

Senator Witey. I am sorry, Mr. Chairman; I wasn’t here. What 
is the question you are now asking this gentleman to find out? 

Senator Kerauver. The situation, Senator Wiley, was that in 1952 
the Food and Drug Administration directed that a warning be put 
at the top of Parke, Davis circulars with reference to the possible 
adverse side effects of Chloromycetin. As time went on, this warning 
was changed by the addition of words which, in my opinion, softened 
it, and changed the emphasis, made it less strong. I was trying to 
find out who authorized it, and how it happened that the words 
were changed by Parke, Davis. 

Mr. Loynp. Senator, would you mind if I make a correction? The 


change in the wording on the top of the circular does not exist today, 
and has never been changed. 


Senator Keravver. That is true. 
* Mr. Loynp. Nor the label. 

Senator Keravuver. But the circular is in the package that goes 
to the druggist, who does not write the prescription. The person 
who writes the prescription is the physician. In your advertisements 
and in your promotion to the physician, you have, for some unusual 
reason, which I think we all understand, changed the wording of the 
caution. What the physician gets is the important thing, because 
he is the one who prescribes the medicine, not the druggist. I am 
trying to find out why you softened it, why you changed the wording 
of it, and who authorized it. 

Mr. Loynp. That is what I told you we would try to get you as 
soon as possible. And I want to be sure that the statement is clear. 
The circular which was required by Food and Drug has not been 
changed. The label on the package that was required by Food and 
Drug has not been changed. 

Senator Kerauver. But you would agree, I think, Mr. Loynd, that 
the important thing is what the physician sees, what warning is given 
to the physician—because he is the one who is prescribing the medicine, 
not the druggist. 

I am utterly unable to understand why you would change the 
wording of the caution when you advertise and promote to the 
physician. You have, true, kept the label on the circulars just ex- 
actly as Food and Drug required. But why you would change it 
when advertising to the physician is what we have been unable to 
understand. 

Mr. Loynp. Well, Senator, I do not think that you and I agree 
that we diluted the statement at all. In fact, if you recall, I stated 
that I thought it was more effective by the changing of one word, 
and I think it was in one piece of literature that you found. And I 
made the statement that the caution, as requested by Food and Drug 
had been printed in the United States over 84 million times. As I 
repeat—— 

Senator Kerauver. We have examined a large amount of your ad- 
vertising, your promotion, and your direct mailings to the physicians. 
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Where the warning appears, it is this changed warning that appears 
when you advertise to a physician—not the original warning that was 
required by the Food and Drug Administration. 

Mr. Lornp. The fact of the matter is, Senator—— 

Senator Kerauver. We have here a vast number of your advertise- 
ments. 

Mr. Loynp. I would like to see them, if I may, please. 

Senator Kerauver. We would be happy to. 

Mr. Loynp. Would you mind bringing them down to me, so I can 
see them—a vast number. 

Senator Krerauver. We have shown you quite a number. We have 
many of them here. 

Senator Witey. Mr. Chairman, does the record show—pardon my 
ignorance for not being here; I have been pretty busy—does it show 
what the change is? 

Senator Kreravuver. Yes, the record does show that. 

Senator Witry. May I have the language as Food and Drug says 
it should be, and what you say it was changed to? 

Senator Kerauver. Yes, we have that here. 

Senator Wirey. I wonder if you would read first what the Food 
and Drug says. 

Senator Kerauver. The Food and Drug required that the top of 
the circular carry the following: 


Certain blood dyscrasias (aplastic anemia )— 
and other diseases— 


have been associated with the administration of Chloromycetin. It is essential 
that adequate blood studies be made when prolonged or intermittent administra- 


tion of this drug is required. Chloromycetin should not be used indiscriminately 
or for minor infections. 


It has been changed to read : 


Chloromycetin is a potent therapeutic agent and because certain blood dys- 
crasias have been associated with its administration, it should not be used 
indiscriminately or for minor infections. Furthermore, as with certain other 
drugs, adequate blood studies should be made when the patient requires pro- 
longed or intermittent therapy. 

The language that has been added is “Chloromycetin is a potent 
therapeutic agent,” and also, “as with certain other drugs.” “Essen- 
tial” has been changed to “should be.” 

Senator Witry. Thank you. 

Mr. Lornp. Senator, pardon me once again—so there won’t be any 
mistake on the record at all. The circular has not been changed. It 
reads exactly the same today as it did the first day it was issued, and 
exactly the same wording as Food and Drug told us to use. 

Senator Krravver. That is conceded, Mr. Loynd. We all under- 
stand that. But the question is, when you follow, as you are required 
to do, the language on the circular, why did you change the language 
in advertising to the physician ? 

Mr. Loynp. Senator, that is the point I am trying to make. And 
I don’t want to take too much time on this point. But if I can state 
it briefly once again for Senator Wiley—the Food and Drug Ad- 
ministration required us to print a certain phrase, properly worded, 
in the first paragraph of the circular. That wording has not been 
changed. They also required us to put a warning on the label. That 
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warning has not been changed. We have received no directive, and 
they have said nothing, and we don’t think they are entitled to say 
anything, about what we put in advertising. We did it because we 
thought it was a moral obligation on our part. 

Senator Kerauver. Mr. Loynd, let me say once again that under 
the decision of the Supreme Court of the United States, of which 
you and your counsel are certainly aware, and under the rulings of 
the Food and Drug Administration and the Secretary of Health, 
Education, and Welfare, Mr. Flemming, advertising does come under 
the Labeling Act, and the same requirements are required in those 
cases as they are for a circular which is placed in the bottle. So that 
is the way the record stands. 

If you wanted to follow the law and the regulations of the Food and 
Drug Administration, you would have exactly the same warning on 
your advertisements and promotion as you have on your circular. 

But even if that were not the case, as a drug company dealing with 
a potent drug that—in some few cases to be sure—has caused blood 
dyscrasias which may be fatal, aplastic anemia, you have a high 
moral responsibility 

Mr. Loynp. I admit that frankly. 

Senator Kerauver. To give the doctor the fullest information—— 

Mr. Loynp. Which we did. 

Senator Krrauver. And to give the doctor the same information 
which you give in your circular. But you have watered down the 
warning. 

Mr. Loynp. I do not agree with you at all. We have not watered 
it down. 


Senator Krerauver. You must have had some reason for making 
these changes. 

Mr. Loynp. I told you yesterday as soon as we can get the infor- 
mation I will give it to you. You called the Supreme Court case to 
my attention yesterday. I had never seen it. I read it last night. 
While I am not a lawyer, I don’t know anything about law, it does 
not apply to this case at all, in my interpretation, because it applies 
toa package that goes to the consumer. That certainly does not apply 
to a prescription package. 

Senator Kerauver. The National Research Council and the Secre- 
ae a Health, Education, and Welfare have interpreted it as apply- 
ing here. 

Mr. McGrecor. It was decided 4 years before this incident, Senator. 
They must have known it at that time. 

Senator Kerauver. It doesn’t make any difference when it was. 
It was the last case on the subject. 

Mr. McGrecor. That is true. 

Senator Kerauver. You were asking for samples of advertising to 
the physician which contain the changed language. I will pass them 
over to you. Here are just 10 examples. We have several books full 
of them. If you want to see them, we will pass them over to you. 

The fact is, I have not seen any yet to the doctor that have the 
original warning required by the Food and Drug Administration. 

Mr. Loynp. You have never seen any ? 


Senator Kerrauver. I have never seen such advertisements to 
doctors. 
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Mr. Loynp. Well, Senator, if you like I think I can send you about 
a thousand pounds, where you can see the warning. If you would like 
for me to mail them to you, or have them delivered. 

Senator Kerauver. I would be very glad to see one. 

Mr. Loynp. Fine. 

Senator Keravuver. In medical journals? 

Mr. Lornp. Shall I bring it up to you, or would you like somebody 
else to? 

Senator Kerauver. We will get somebody else to. 

Mr. Loynp. OK. And, as I said, I can give you a thousand pounds 
of them, if you would like to have them mailed. We will prepay the 
charges, too. 

Senator Krrauver. If in some of your advertising to the doctor, you 
follow the exact wording as required by the Food and Drug Adminis- 
tration, why don’t you do it all the time? 

Mr. Loynp. It was not a requirement, that is the point I am making, 
Senator. It was not a requirement. 

Senator Kerauver. Whether it was a requirement or not, the Su- 
preme Court ruled to that effect, so far as I am concerned. 

Mr. Loynp. Just look at the first page. 

Senator Kerauver. What is the date of this? 

Mr. Loynp. I don’t know. The date is on there. 

Senator Kerauver. The change took place in recent years. What I 
am looking at dates from 1953. You did follow the warning for 
awhile. 

Mr. Loynp. Senator, you said you had never seen a piece of medi- 
cal promotion literature that had the original statement. 

Senator Krravuver. That is right. 

Mr. Lornp. There it is right there. You can read it on the first 
page, the first line. 

Senator Kreravuver. I note that it is January 1953. You show us 
one 

Mr. Loynp. Would you like to see a later date? 

Senator Kerauver. Let’s see some in 1958 or 1959. 

Mr. McGrecor. Would 1959 be all right? 

= Loynp. We can give you one in 1960, too, if you like to, I 
think. 

Senator Krrauver. I am glad to be shown an advertisement of 
March 1959, for Chloromycetin, which does have—— 

Mr. Loynp. If you would like some more, we have plenty more 
here, Senator. 

Mr. McGrecor. As a matter of fact, you have all of these, Senator. 

Senator Keravuver. Just let me say that in looking through these 
advertising pieces I have sent to you, I had never seen one that did 
a the original wording. But the question is, Why did you change 
it? 

Mr. Loynp. We didn’t change it, Senator. I told you I would give 
you the facts as soon as I possibly could give them. You only asked 
yesterday afternoon at 6 o’clock. 

Senator Krravver. I thought you would have the facts by now. 


bs is a very important matter. This was a strict requirement of 
the—— 


Mr. Lorynp. It was not a requirement. 
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‘ Senator Kerauver. We differ as to whether promotion and so 
orth 

Mr. Loynp. That is right. We have met every requirement up to 
date, bar none. 

Senator Krravuver. But you will get the reason for the change and 
give it to us? 

Mr. Loynp. I would be very happy to do it. 

Mr. McGrecor. Senator, can we have those books back? You al- 
ready have them, and I want to keep my file complete. 

Senator Keravuver. All right, sir, you can have them back. 

Mr. McGrecor. You have all of them, and have had them ever 
since—— 

Senator Kerauver. You sent up two of them. We will give them 
back to you. 

Mr. McGrecor. That is right. 

Senator Keravver. The point I think we agree on is that there is, 
regardless of legal requirements, or regardless of whether the Food 
and Drug Administration requires it, there is involved a high moral 
responsibility on your part. 

Mr. Loynp. I will repeat what I said yesterday and again this 
morning. 

Senator Kreravuver. That the doctor gets the fullest information 
possible ? 

Mr. Loynp. We are doing everything we possibly can to give the 
medical practitioner all the information we have available. 

“ We always have. We are doing it today and we will continue to 
o it. 

Senator Kerauver. Very well. 

You say that you are doing everything in your power to give the 
doctor the fullest information about adverse effects or dangers of 
Chloromycetin—— 

Mr. Loynp. Yes. 

Senator Keravver. In all cases that come to your attention ? 

Mr. Loynp. Right. 

Senator Keravuver. Is that what you stand on? 

Mr. Loynp. I did not say in all cases that came to our attention. 
I can repeat this: 

That every case that has come to our attention has been properly 
tabulated and been placed in the hands of the Food and Drug Abani 
tration without exception. 

Senator Krravver. I mean, in your warnings to physicians, regard- 
less of whether you are required to by the Food and Drug Administra- 
tion, you try to give the doctor the fullest information possible? 

Mr. Loynp. Correct. 

Senator Keravuver. Is that right? 

Mr. Lornp. That is correct. 

Senator Keravver. Here is a letter of January 21, 1955, to Dr. 
Henry Welch from E. A. Sharp, your medical director ; is that correct ? 

Mr. Loynp. He was at that time. Not medical] director—director 
of clinical investigation. 

Senator Keravuver. Do you have copies of this letter, Mr. Loynd? 

Mr. McGrecor. Yes, we do. 
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Senator Kerauver. We will enter this group of communications and 
papers as exhibit 98, and then each one will be given a subnumber. 

(Exhibit No. 98 may be found on p. 15862. A subsequent letter from 
Parke, Davis commenting on this exhibit may be found on p. 15873.) 

Senator Keravuver. Mr. Dixon, will you read the letter of January 
21,1955, from Dr. Sharp to Mr. Welch? 

Mr. Drxon. This is Dr. Sharp’s letter to Dr. Henry Welch, dated 
January 21, 1955. 


Dear Henry: The legal department and the medical service people responsible 
for the house literature called me into conference yesterday to discuss precau- 
tionary statement regarding several of our medical specialities including Chloro- 
mycetin. 

Mr. John A. Bradshaw of our legal department remarked during the considera- 
tion of the warning statements about Chloromycetin that the statement which has 
been current in our warning pronouncement “* * * when the patient requires 
prolonged or intermittent therapy * * *” is a legal liability in litigation. Ac- 
cording to Mr. Bradshaw in several instances of pending litigation the plaintiff’s 
bill of particulars has represented that this is a misleading statement since the 
plaintiffs in these instances had neither prolonged nor intermittent therapy but 
were given Chloromycetin on only one occasion which might have been for 1 day 
or 2 days. 

I am sure you are aware that it is a fact that some patients in the group of 
blood disorders attributable to Chloromycetin had only a few capsules. I remem- 
ber the wife of an Army lieutenant in Colorado who had only one capsule of 
Chloromycetin with a fatal issue some months later and there is another in 
Pittsburgh that had only one short course. There are others, if you will recall 
that had a history of treatment limited to 1 to several days. 

It is Mr. Bradshaw’s opinion that the continuation of this phrase in the warn- 
ing statement is far more detrimental than protective; therefore, I think we 
should consider the wisdom of its further use. 

With all good wishes, I am, 

Sincerely yours, 
E. A, SHarp, M.D., 
Director. 

This material, Mr. Chairman, came from the files of the Food and 
Drug Administration. As you will recall, we requested the Food 
and Drug Administration to give us access to the correspondence file 
on Chloromycetin. They did so and we finally received this material 
on Friday. I had it copied yesterday and we furnished copies to 
Parke, Davis. 

The next document is a memorandum from Henry Welch to Dr. 
Lewis, Dr. Holland, and Mr. Goodrich, dated January 28, 1955. 

Senator Krravuver. Identify Dr. Holland. He is a physician? 

Mr. Dixon. Dr. Lewis and Dr. Holland were ——— at the Food 
and Drug Administration in 1955. I know that Dr. Lewis is still 
there. Mr. Goodrich is the General Counsel there. 

Mr. Dixon. It reads as follows: 


I am attaching for your ready reference a piece of Parke, Davis literature 
waa includes the statement we require in all of their advertising and 
abeling. 

I believe the important required statements in the labeling are that “chlor- 
amphenicol can cause serious blood disorders” and that “it should not be used 
indiscriminately or for minor infections.’ The statement referred to in the 
attached letter, i.e, “when the patient requires prolonged or intermittent 
therapy adequate blood studies should be carried out” was included as a require- 
ment with our tongue in our cheek albeit the statement was a portion of that 
Suggested by the National Research Council. We all know that it’s highly ques- 
tionable that any kind of blood studies on patients is particularly helpful in 
preventing blood dyscrasias, particularly aplastic anemia. We all know further 
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that the onset of the blood dyscrasia may be months after all medication has been 
stopped. Furthermore, we know that on the basis of case histories some patients 
develop blood dyscrasias on one or a very few capsules of the drug. In addition 
to this, two of the hematologists on the NRC committee questioned the value of 
requiring “blood studies” in the labeling for the reasons noted above. 

I would appreciate your comments concerning the request of Parke, Davis 
& Co. included in the enclosed letter. 


That was from Dr. Welch. 
Also in this file is an ad which Dr. Welch sent along. 
Mr. Chairman, I note on the last page of this particular ad another 


variation of the warning dealing with Chloromycetin. I do not see 
any date, but it reads: 


Chloromycetin is notably effective in the wide variety of infectious diseases 
which comprise its indications. The almost complete freedom from severe, 
and the infrequent occurrence even of mild, signs and symptoms of gastroin- 
testinal and of other side effects in patients receiving chloromycetin therapy 
are of interest to all physicians. Reported serious blood disorders following 
the use of chloromycetin are rare. Nonetheless, it is a potent therapeutic agent 
and should not be used indiscriminately or for minor infections. Furthermore, 
when the patient’s affection requires prolonged or intermittent therapy, ade- 
quate blood studies should be carried out. 


I believe the word “affection” should be “infection.” 

The next document is from Dr. Lewis, Chief, Antibiotics Branch, 
Division of Medicine, to Dr. Welch, dated February 3, 1955. 

This is in answer to the memorandum from Dr. Welch, of which 
Dr. Lewis was one of the recipients. 

Hesays: 


So far as aplastic anemia, thrombocytopenia, and pancyteopenia are concerned, 
I would agree with your statement that the first symptoms (based on our survey) 
in almost all instances, was noted 6 to 8 weeks posttreatment. Although we 
found several patients who developed a dyscrasia after a single short course of 
chloramphenicol, the great majority of cases occurred after repeated exposure to 
the drug. I do not think there is any reason to doubt that repeated exposure 
carries an increased hazard and it was so recognized by the NRC at the time 
they made their recommendations to us. In view of this, I would vote not to 
delete that portion of the warning referred to. 


The next one is addressed to Dr. Welch, from Dr. Holland, dated 
February 15, 1955: 


Reference is made to your memorandum of January 28 and the attached 
eorrespondence from Dr. Sharp of Parke, Davis regarding modification of 
chloromycetin labeling. While I concur that it is generally recognized that 
spot blood counts do not completely reflect the hazard of chloramphenicol therapy, 
I don’t feel they can be dispensed with entirely in view of the history of this 
drug. They should serve a useful purpose to the attending physician and I for 

one would seriously consider changing the therapeutic regime if the patient’s 
’ blood count indicated a significant downward trend. I can also appreciate 
the legal implications and reservations expressed by Mr. Bradshaw of Parke, 
Davis’ legal department. Perhaps some compromise in labeling would satisfy 
both points of view. May I suggest the following possibilities: 

1. Chloramphenicol can cause serious blood disorders. Adequate blood studies 
should be carried out. 


2. Chloramphenicol can cause serious blood disorders and repeated blood 
studies are advisable. 

Dr. Holland at that time, I believe, was head of the Bureau of 
Medicine of the Food and Drug Administration. 

Here is a memorandum from the FDA General Counsel, William 
W. Goodrich, to Dr. Henry Welch, dated February 25, 1954: 
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It is, as follows: 


In light of the history of this drug and the recommendation of the ad hoc 
committee within the National Research Council about labeling warnings, I 
would strongly recommend against deletion of the warning. 

The solution to Mr. Bradshaw’s problem is not deletion of the present warn- 
ing but strengthening it to state that dycrasias do sometimes occur after taking 
a few capsules as well as after prolonged or intermittent therapy, and that 
symptoms sometimes occur 6 to 8 weeks after the therapy. Such a warning 
would tell all. 

The trouble with the present warning is that it doesn’t go far enough in tell- 
ing the whole story. The point is, however, that adequate blood studies ap- 
parently would do nothing to prevent the dyscrasias which infrequently occur 
from a few capsules, but might be a factor in preventing those from prolonged 
and intermittent therapy. At least that was the NRC Committee’s belief. For 
this reason, we accepted the practical adequacy of the present warning, and 
we do not insist now that it go further. 

I would tell Dr. Sharp we cannot agree to deletion, unless you are prepared 
to repudiate or openly challenge the soundness of the ad hoc committee’s rec- 
ommendation. 


That a means to me, Mr. Chairman, that Mr. Goodrich’s 
opinion was they could not change this warning unless they wanted 
to challenge the recommendation of the NRC committee or else go back 
to it. 

Senator Witey. What is the date of that? 

Senator Keravver. The “ad hoc committee” refers to the committee 
of the National Research Council, and the date of this memorandum, 
is February 25, 1954. 

Mr. Dixon. After getting these memorandums, Dr. Welch answered 
Dr. Sharp’s letter, dated March 2, 1955, as follows: 


Dear Etwoop: I am sorry to have delayed somewhat in answering your let- 
ter of January 21 concerning the warning in the labeling of Chloromycetin. 

Your request has been reviewed by the General Counsel as well as the Di- 
vision of Medicine and the general feeling is that the warning should remain 
as it is, since by changing or deleting it we would, in effect, be repudiating 
or challenging the soundness of the original recommendation of the committee 
of the National Research Council. Although we are in agreement with you 
that there were patients who developed a dyscrasia after a single short course 
of the drug, the majority of the cases occurred after repeated exposure. In es- ° 
sence then, repeated exposure does carry an increased hazard and it was this 
that was recognized by the National Research Council originally. 

The above does not prohibit Parke, Davis from formally requesting of the 
NRO a modificaton of the warning to cover the reservations expressed by Mr. 
Bradshaw. We can, of course, understand his point of view. Would you think 
it advisable to have a meeting in Washington with our group here and General 
Counsel to thoroughly discuss the matter and at that time give consideration 
to the possibility of approaching the National Research Council? 

Sincerely yours, 


HENRY WELCH. 


Senator Kerauver. Mr. Loynd, there are two thoughts that arise in 
my mind from this correspondence. 

The first is that everybody seems to agree that the greatest danger 
from blood dyscrasia comes when there has been prolonged or inter- 
mittent therapy. That was the finding of the ad hoc committee of 
the National Research Council, and that is the opinion of all of these 
physicians. 

Yet, you wanted to take that out of the warning. 

Mr. Lornp. No, sir. The contrary is true. This is a typical ex- 
ample of an essay writing contest when a lawyer tries to practice 
medicine and a medical man tries to practice law, and what was be- 
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hind this thing was our legal department writing to the medical de- 
partment not to discontinue the warning, but to strengthen the warn- 
ing. 

Senator Kerauver. I see no suggestion in Dr. Sharp’s letter to Dr. 
Welch suggesting that the warning be strengthened. 

Mr. Loynp. Certainly there is nothing there that the warning 
should be discontinued. 

Senator Kerauver. He was asking that the language, “when the 
patient requires prolonged or intermittent therapy,” be deleted from 
the warning. 

Mr. Loynp. No, he did not. If you will read the original letter 
that Bradshow wrote to Sharp, he thought that the statement should 
be modified to the extent that additional warning should be added; 
not that anything should be taken out of the statement, diluted, or cer- 
tainly not removed. 

Senator Keravver. Dr. Sharp’s letter to Dr. Welch, the first letter 
in this group, of January 21, 1955, has been read. It makes no sug- 
gestion about strengthening the warning. It suggests that because 
of difficulties in defending lawsuits, part of the warning ought to be 
deleted. Nothing is suggested as taking its place. The last para- 
graph is: 

It is Mr. Bradshaw’s opinion that the continuation of this phrase in the warn- 


ing statement is far more detrimental than protective, therefore, I think we 
should consider the wisdom of its further use. 


So where is any suggestion here that the warning be strengthened, 
Mr. Loynd? 

Mr. Loynp. The suggestion was in the original note or memoran- 
dum Brawshaw of our legal department wrote to Dr. Sharp that in 
addition to what was on the label, in his opinion as a lawyer, not as 
a medical man, that it should be broadened—certainly no idea of in- 
cluding it or eliminating it. 

Senator Krrauver. Do you have Mr. Bradshaw’s memorandum to 
Dr. Sharp? It was certainly not sent to the Food and Drug Admin- 
istration. 

Mr. Loynp. Senator, could I ask you—— 

Senator Kerauvver. It is not in files of the Food and Drug Admin- 
istration. 

Mr. Loynp. Could I ask you this question: Was anything changed? 

Senator Krrauver. It was not changed because they would not let 
you change it. 

Mr. Loynp. No, no; no, no. I decide in our company whether it is 
going to be changed or not. Bradshaw does not decide and neither 
does Sharp decide. 

Senator Krravuver. The Food and Drug Administration had some 
part in the decision, too. But where is Bradshaw’s memorandum to 
Dr. Sharp? May wesee it? 

Mr. Loynp. We did not know he had this material until just yester- 
day, but we could send it to you. 

Senator Kerauver. Will you send it to us? 

Mr. Loynp. Be glad to. 

Senator Keravver. In any event, if there was some interoffice 
memorandum betweea Mr. Bradshaw of your legal department and 
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Dr. Sharp that it be strengthened, that recommendation was never 
sent down to the Food and Drug Administration. 

Mr. Loynp. No. 

Senator Kerauver. Anyway, so far as the Food and Drug Admin- 
istration was concerned, you were asking for the deletion—— 

Mr. Loynp. That is absolutely untrue. 

Senator Kerauver. Just a minute. You were asking for the dele- 
tion of a phrase that the Food and Drug Administration, the Na- 
tional Research Council, these doctors, and the FDA General Coun- 
sel—that is, all except Mr. Welch; he seemed to agree with you— 
thought was of some benefit in putting doctors on notice that the 
language about prolonged or intermittent therapy should be left in 
the labeling. 

Mr. Loynp. We have never asked the Food and Drug Administra- 
tion, or any other agency, for any dilution of any labeling on any 
product, including Chloromycetin. 

Senator Kerauver. The record speaks for itself. I don’t know 
how else to interpret it. 

Mr. Loynp. As I explained before, Senator, this is a typical ex- 
ample of an essay writing contest between a lawyer practicing medi- 
cine, and a medical man practicing law. 

Senator Kerauver. Had it turned out differently, and had they 
agreed with what Dr. Sharp requested, it wouldn’t have been—— 

Mr. Loynp. Dr. Sharp doesn’t make the request. I run Parke, 
Davis & Co., not Dr. Sharp. And I decide whether we will apply or 
won’t apply. 

Senator Kerauver. Mr. Loynd, I don’t understand this. On your 
stationery —— 

Mr. Loynp. Not on my stationery. 

Senator Keravuver. On Parke, Davis & Co. stationery——— 

Mr. Loynp. That is right. But he can write an essay on Parke, 
Davis & Co. stationery. 

Senator Kreravver. Here is a letter to the head of the antibiotics 
oo by E. A. Sharp, M.D., on the letterhead of your executive 
offices—— 

Mr. Lornp. He is not a line officer at all. He is a staff officer. 

Senator Kerauver. Your executive offices and laboratories. Are 
you saying that this was unauthorized by you ? 

Mr. Loynp. That is exactly what I am saying. 

Senator Keravuver. Did you reprimand 

Mr. Lornp. I don’t authorize any essay writing contests among 
any people in our company. 

enator Krerauver. This is not an essay-writing contest. This is 
a serious request sent to the Food and Drug Administration. 

Mr. Loynp. It is not an official request sent to Food and Drug. 

Senator Krerauver. It occupied a considerable amount of time—— 

Mr. Loynp. Yes, too much time, that is what I object to. You pay 
people to do productive work, and you get into an essay-writing 
contest. 

Senator Krerauver. Mr. Loynd, are you saying that no request to 
the Food and Drug Administration, unless it comes over your signa- 
ture, has any validity ? 

Mr. Loynp. That is exactly what I am saying. 
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Senator Krrauver. Have you ever notified the Food and Drug 
Administration not to pay any attention to the requests of Dr. Sharp? 

Mr. Loynp. I didn’t know the memorandum was in existence until 
you started reading it this morning. 

Senator Kerauver. This is a rather unusual situation—if a request 
by your medical director brought results, you would, of course, accept 
it. If the request 

Mr. Loynp. No, no, don’t travel too fast, because you don’t know 
what I would accept. I will decide what I will accept. 

Senator Kerauver. This is a rather remarkable procedure, where 
you let your medical director make a request of the Food and Drug 
Administration, by which he puts them to a great deal of trouble, 
and then you say that it didn’t mean anything. 

Mr. Lornp. That is correct. 

Senator Kerauver. Because it wasn’t signed by you. But I think 
that, anyway, from a practical viewpoint, and from a commonsense 
viewpoint, you must be charged with the responsibility for what 
your medical director 

Mr. Loynp. He was not the medical director. 

Senator Keravuver. But he signs it as medical director. 

Mr. Loynp. I don’t care what he signed. 

Senator Keravuver. He signs it as director of the department of—— 

Mr. Loynp. He signs as director of clinical investigations. That 
is entirely different from medical director. 

Senator Krerauver. That sounds like a pretty important depart- 
ment. 

Mr. Lornp. It isa very important department. 

Senator Kerauver. That is the department that has charge of clini- 
cal investigations. 

Mr. Loynp. That is correct. 

Senator Keravuver. How do you think the Food and Drug Adminis- 
tration is going to know to disregard a letter from the director of 
your department of clinical investigations, and only act upon a letter 
when it comes from Mr. Loynd? 

Mr. Loynp. Well, you might ask them, Senator, and I think they 
can give you the right answer. 

Senator Kerauver. This does not make sense to me, I will be frank 
with you, Mr. Loynd. Yours is a joint corporation. How much busi- 
ness did you do last year ? 

Mr. Loynp. $192 million. 

Senator Kerauver. You have a director of clinical investigations. 

Mr. Loynp. Who isa staff director. 

Senator Kerauver. He makes a request. If it had been agreed to, 
I feel quite certain that you would have been glad to have this lan- 
guage knocked out. Since it wasn’t agreed to— 

Mr. Lornp. Senator, I don’t think you should tell me what I should 
be glad to do. 

Senator Keravver. Just a minute. I am telling you now an 
opinion. 

Mr. Loynp. Oh, I misunderstood you. I didn’t think you said that. 

Senator Kreravver. If it had been agreed to, in my opinion, because 
it was a liability in defending your lawsuits, you would have been glad 
to cut it out. That was the opinion of your counsel. That was the 
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opinion of the director of your department of clinical investigations. 
Since it wasn’t agreed to, you disclaim any responsibility for it. That 
is not the way big companies are operated. 

Mr. Loynp. Did you ever operate a big company, Senator? 

Senator Keravuver. I have seen—— 

Mr. Loynp. Then you shouldn’t draw conclusions on how we are 
running our company. I think we are doing fairly well. 

Senator Krravver. I have sat in hearings on the operation of big 
companies, Mr. Loynd. This is the first time that I have ever seen 
the president of a big company—we have heard from United States 
Steel, General Motors, Chrysler, and many others who were before 
us—this is the first time that I have ever seen the president play hot 
and cold with a request of —— 

Mr. Loynp. Wait just a minute. You are accusing me of playing 
hot and cold—is that your statement ? 

Senator Kerauver. I can see no other response. 

Mr. Lornp. I am not playing cold or hot, either one. I told you 
that if I decided that an application should be issued to Food and 
Drug for a modification of this label, they would take consideration of 
it. Nobody in our company, nobody is authorized to apply for a 
modification of any label from Food and Drug unless it has my 
wholehearted approval. 

Senator Kerauver. The Food and Drug Administration certainly 
thought so. Did you discharge Mr. Sharp? 

Mr. Loynp. No, sir, he retired. 

Senator Kerauver. How long after this? 

Mr. Loynp. Well, what is the date of the letter? He worked until 
he was 67 years old. 

Senator Keravuver. The date is January 21, 1955. 

Mr. Loynp. 21, 1955. 

Senator Keravuver. Was he reprimanded for making this applica- 
tion ¢ 

Mr. Loynp. No. You have people in your organization get in essay 
writing contests, also. You don’t fire them or reprimand them for it. 

Senator Kreravuver. This is an official request. 

Mr. Loynp. It is not an official request. 

Senator Kerauver. Anyway, it is—— 

Mr. Loynp. I didn’t even know about it, so how could it be an 
official request? The first time I knew about it is when you brought 
it here this morning. 

Senator Kerauver. Mr. Loynd, I am afraid that we have here 
something done by the director of your clinical investigations divi- 
sion, upon the suggestion of Mr. Bradshaw, who is—I don’t know 
where he was in your legal department. 

Mr. Loynp. Mr. McGregor’s assistant. 

Senator Kerauver. You knew about the memorandum from Brad- 
shaw to Sharp, you said. 

Mr. Loynp. Mr. McGregor just told me this morning. I haven’t 
seen any of this correspondence until this morning. 

Senator Kerauver. I can’t feel that you can avoid responsibility 
for what your high officials do, Mr. Loynd. 

Mr. Loynp. I take full responsibility. I will repeat that Elwood 
Sharp is a staff officer, he has no authority to handle situations of this 
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kind. He can express his own opinion. And he can compare notes 
with anybody he wants to. 

Senator Krrauver. Mr. McGregor said he knew about the memo- 
randum from Mr. Bradshaw to Dr. Sharp. Maybe I will ask Mr. 
McGregor if he knew about it. 

Did you know about it, Mr. McGregor? 

Mr. McGrecor. I didn’t know about this until I saw it yesterday. 

Senator Krrauver. How did you know about the memorandum 
from Mr. Bradshaw to Mr. Sharp? We have no copy of that. 

Mr. McGrecor. You didn’t ask for a copy, either. 

Senator Kerauver. We received this from Food and Drug. Mr. 
Loynd said that there was a memorandum—— 

Mr. McGrecor. Why would we send a copy of a special memo in our 
company to Food and Drug? 

Senator Keravuver. That isn’t the question. Did you know about 
the internal memorandum ? 

Mr. Loynp. Senator, we will send you a copy of the memo. 

Mr. McGrecor. If it exists, we will send it to you. 

Senator Kerauver. I am asking you if you knew about it, Mr. 
McGregor? 

Mr. McGrecor. Did I know about this incident ? 

Senator Krrauver. No; the memorandum from Mr. Bradshaw to 
Dr. Sharp. 

Mr. McGrecor. I have been aware of Mr. Bradshaw’s feeling that 
this label should be made stronger, that the warning should be made 
stronger. I have been aware of it for a long time. And we have 
hoped that it could be done. But apparently the Food and Drug 
Administration turned it down cold. 

Senator Kerauver. That is not what Dr. Sharp asked Food and 
Drug, that it be made stronger. He asked that it be made weaker. 

Mr. McGrecor. Senator, I agree with Mr. Goodrich’s opinion about 
this, and so does Mr. Bradshaw. 

Senator Krrauver. Do you agree with Mr. Goodrich, too? 

Mr. Lornp. I don’t know what Mr. Goodrich’s opinion might be. 

Senator Krerauver. Mr. Goodrich said the warning doesn’t go far 
enough; there ought to be a warning that one capsule, or short therapy, 
can cause bad results. 

Mr. Lornp. I agree with the decision of the Food and Drug Admin- 
istration as it exists today. I think they have done a fine job in 
handling the entire situation, it has been properly policed, and their 
directive, I think, is in keeping with good sound judgment. 

Senator Krerauver. Has there ever been a request put into effect, 
with what Mr. McGregor says he agrees, that the warning doesn’t go 
far enough? 

Mr. McGrecor. I agree with Mr. Goodrich’s interpretation of our 
request. He didn’t interpret it as being a request to delete the warn- 
ing at all,asT read his opinion. He thought it should be strengthened, 
and this is exactly what brought it up in the first place. I am not 
saying that lawyers are any smarter than doctors, but he got the point. 

Senator Keravver. Since you agree that the warning ought to be 
strengthened, Mr. McGregor, has there ever been a request to Food 
and Drug that it be strengthened ? 

Mr. McGrecor. I don’t know. 
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Senator Keravuver. In the records we have been able to find, there 
has not been. 

Now, the second question, Mr. Loynd—your own director of clinical 
investigations states that : 

I am sure you are aware that it is a fact that some patients in the group of 
blood disorders attributable to Chloromycetin had only a few capsules. I remem- 
ber the wife of an Army lieutenant in Colorado who had only one capsule of 
Chloromycetin with a fatal issue some months later and there is another in 
Pittsburgh that had only one short course. There are others, if you will recall, 
that had a history of treatment limited to one to several days. 

Dr. Welch said he agreed that blood dyscrasias might occur without 
prolonger therapy, after just one or a very short treatment. So you 
knew about that. 

Mr. Loynp. I knew about what, Senator ? 

Senator Kerauver. That blood dyscrasias, or aplastic anemia, may 
come as a result of taking one capsule. 

Mr. Loynp. Did the letter say that the patient acquired aplastic 
anemia as a result of taking one capsule ? 

Senator Kerauver. The head of your clinical investigations says 
that “some patients in the group of blood disorders attributable to 
Chloromycetin had only a few capsules,” and then the wife of an Army 
lieutenant only had one. 

Mr. Lornp. He doesn’t say that that caused the aplastic anemia. 

Senator Kerauver. He says blood disorders. 

Mr. Loynp. He doesn’t say that caused the blood disorders. After 
they had had one Kapseal they probably developed what they already 
had before they took the Kapseal. 

Senator Kerauver. Anyway, Mr. Loynd, the situation as it was pre- 
sented was that on your labeling you had this language that blood 
disorders may occur after prolonged or intermittent therapy, and 
apparently some lawyers had raised the question, according to what 

you must understand from this letter, that blood disorders or dyscra- 
sias had occurred not after prolonged therapy, but after taking one 
tablet, or after short therapy. 

Mr. Lornp. That is a lawyer diagnosing the case. 

Senator Kerauver. And, therefore, the doctor was misled by the 
label 

Mr. Loynp. I don’t agree with you, Senator. 

Senator Kerauver. I am just telling you what my opinion is. 

Mr. Lorynp. Pardon me—I thought you were telling me what I 
thought. 

Senator Krrauver. My conclusion from this is that in some of your 
lawsuits it has been contended or proven that blood dyscrasias occurred 
after the taking of one tablet or of short therapy and, therefore, label- 
ing saying that it would come after prolonged or intermittent therapy 
was not considered full advice to the doctor. That is why your legal 
division wanted the clause deleted. 

My question is, Since the preponderance of the evidence here, and 
other papers written on the subject, show that blood disorders may 
come after short therapy, if you wanted to give the doctors full infor- 
mation, why didn’t you yourself state in your caution, or in your 

advertisements, or in your warning, that blood disorders may result 
after short therapy as well as prolonged or intermittent therapy ? 
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Mr. Lornp. Senator, I think at this point, since we spent this much 
time on blood dyscrasias, that I am obligated to read our stand in this 
particular field. And if you have no objection, I would like to read it 
for the record. 

Senator Kerauver. You want toread what? 

Mr. Loynp. I want to read our position, a copy of which has been 
supplied to you. 

Senator Krrauver. All right. But let me say this—— 

Mr. Loynp. I think we can answer your question. 

Mr. McGrecor. Do you wish us to read it now, Senator? 

Senator Kerauver. No. I was going to say that Dr. Welch, your 
own Dr. Lewis, all of these doctors—— 

Mr. Loynp. Dr. Lewis is not on our staff. 

Senator Keravver. Dr. Lewis is with Food and Drug, Dr. Sharp 
is with you. They all agree that blood dyscrasias may occur after 
short therapy. So my question is, if you wanted to give the physician 
full information, so that he could have adequate warning, why didn’t 
you, on your own, put in the warning or supplement the warning that 
in some cases blood dyscrasias may come after short therapy ? 

Mr. Loynp. Well, Senator, because in the opinion of three lawyers 
and two medical men, that the warning should be changed, I don’t 


think you can draw a conclusion that their decision is final, and de- 
cisive, and is factual. 


Senator Kerauver. Well—— 


Mr. Loynp. But I would like to read the statement. I think it will 
cover your point. Can we proceed reading it at this time? 

Senator Keravuver. It is all right with me, if you read it now. 

Mr. Loynp. Chloromycetin is one of the most potent and effective 
therapeutic agents ever developed for the benefit of mankind. Its 
chemical name is chloramphenicol. It is in worldwide use and is 
currently one of the most widely used of the broad spectrum anti- 
biotics. In the 11 years since it first became available, it is estimated 
that it has been prescribed for more than 40 million patients. 

While a complete statistical summary is obviously impossible, it 
cannot be questioned that Chloromycetin has saved many thousands 
of lives. It is used in a wide variety of infectious diseases. It is the 
only antibiotic known to be effective against typhoid fever. It has a 
unique effectiveness in the treatment of rickettsial diseases (Rocky 
Mountain spotted fever, epidemic typhus, and scrub typhus). It is 
also of therapeutic value in treating a wide variety of bacterial in- 
fections, including the staphylococcus organisms. It has been particu- 
larly effective against the staphylococcal outbreaks which in recent 
years have swept through many hospitals virtually unchecked by most 
other drugs. And unlike medical experience with most other broad 
spectrum antibiotics, there has been a relatively low incidence in the 
development of resistant strains of bacteria during its use. 

The administration of any antibiotic may produce undesirable side 
effects, and in some patients these may be so severe that the benefits of 
that particular antibiotic therapy must be denied them. Most com- 
mon among these are anaphylactic shock and severe changes within 
the gastrointestinal tract. x particular virtue of Chloromycetin is 
that in its administration there is substantial freedom from anaphy- 
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lactic shock and only infrequent occurrence even of mild, gastroin- 
testinal side effects. 

Serious blood disorders have been reported as “associated” with 
Chloromycetin and certain other antibiotics in rare instances. How- 
ever, it has never been scientifically established that these or any 
other blood disorders were actually caused by Chloromycetin. Now 
let me confirm this significant statement. First of all, it is important 
to understand the meaning of the word “associated” when used in 
medical reports. All it really means is that some patients who have 
been treated with Chloromycetin have subsequently been shown to 
have blood disorders. No demonstrable cause-and-effect relationship 
has ever been established. No doctor or scientist has been able to offer 
a clear explanation as to how Chloromycetin could act on the blood- 
forming tissues in such a way as to produce the disorder. Parke- 
Davis has been vitally interested in seeking to establish any such re- 
lationship, since to understand any such process would be the first 
step in developing means to prevent it. We have conducted a con- 
tinuous and intensive research program in this connection over a 
period of nearly 10 years, both within our own research organization 
and by supporting extensive independent research. 

All efforts to induce blood dyscrasias in test animals by use of 
Chloromycetin have failed utterly. Test animals have been repeat- 
edly given tremendous doses of Chloromycetin over extended periods 
of time, sometimes nearly the entire lifetime of the animal, without 
producing any significant blood disorder whatever. Blood disorders 
can be and have been induced in test animals by radiation, starvation, 
disease, nitrogen mustards, and exposure to certain other chemicals. 
Even where the disorder has been thus induced and Chloromycetin 
in large doses has then been administered, the results fail to show 
any deleterious effect whatever attributable to the drug. 

This total absence of scientific proof as to any cause-and-effect 
relationship between Chloromycetin and blood disorders in either 
man or experimental animal suggests the possible significance of other 
factors. An editorial in the February 22, 1958, Journal of the Ameri- 
can Medical Association, entitled “Reactions After Antibiotic Ad- 
ministration,” states that it has been authoritatively estimated that 
about 10 percent of our population (or approximately 17 million 
people in the United States) have a “proneness” to become sensitive 
during their lifetime to some food, drug, cosmetic, or other substance. 
These widespread yet unpredictable sensitivities might best explain 
the occasional severe and unexpected reaction of the rare individual 
to antibiotics. Similarly, the real answer to many, if not all, of the 
severe blood dyscrasias reported may eventually prove to be related 
to prolonged exposure to agents which are encountered in various 
forms of everyday life—hair dyes, cleaning fluids, insecticides, ar- 
senicals, and radiation, which are known or believed to cause blood 
disorders and bone marrow deficiencies. In the meantime, it is im- 
portant to keep perspective on the very rare occurrence of such dis- 
orders from any cause as contrasted with the thousands of lives saved 
through the administration of antibiotics. 

This whole subject is brought into proper perspective by the results 
of two nationwide surveys of disorders of the blood-forming system 
of the human body conducted by the Food and Drug Administration 
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in 1952 and 1954, respectively. These surveys showed that in a total 
of 1,760 cases of blood dyscrasias which were reviewed, the disease 
was observed following the administration of Chloromycetin alone in 
only 84 cases; that it was observed following the administration of 
Chloromycetin together with other drugs in 230 cases; and that 
Chloromycetin had not been administered at all in the remaining 
1,446 cases. 

Further meaningful information on the subject of severe reactions 
associated with the use of antibiotics is contained in a major survey 
conducted by the Food and Drug Administration covering one-third 
of the general hospital beds in the United States, over a 4-year period 
between 1953 and 1957. In this survey, 1,070 cases were classified as 
life threatening. Of these, penicillin was involved in 901 (84 per- 
cent), 83 of which were fatal. The great majority (809) of the 
severe antibiotic reactions were of the anaphylactoid shock type. 
Chloromycetin was involved in only one of these. The second largest 
category of life-threatening reactions in the survey (107 cases) were 
superinfections, with 85 of these cases being associated with the 
administration of the tetracyclines. There were 39 deaths from 
superinfections in this group. The third largest category (70 cases, 
7 deaths) was skin reactions, most of which were associated with 
penicillin. It is only upon reaching the fourth category, blood 
dyscrasias, that Chloromycetin appears to be significantly involved. 
In this category were 46 cases with 27 deaths. Chloromycetin alone 
was associated with 16 of these cases, and Chloromycetin with other 
drugs was associated with 25 others. In summary, Chloromycetin 
alone or with other drugs was associated with only 41 cases of blood 
disorders out of the total of 1,070 life-threatening reactions. Only 
one case of anaplylactoid reaction was reported to have followed 
Chloromycetin use. It is therefore apparent that Chloromycetin is 
far down the scale in the incidence of severe side effects. 

May I mention here parenthetically that a particularly dangerous 
form of blood disorder is known as aplastic anemia. As previously 
mentioned, it is estimated that Chloromycetin has been prescribed for 
more than 40 million patients in the 11 years since it first became avail- 
able. However, in that same period, there has been no material 
change in the incidence of aplastic anemia in this country. The rate 
has remained virtually constant during all this time. 

Nevertheless, since 1952, every piece of Chloromycetin medical 
ee and every label has carried a warning as to its possible toxic 
effects. 

I will repeat. Nevertheless, since 1952, every piece of Chloromy- 
cetin medical literature and every label has carried a warning as to its 
possible toxic effects. As a matter of company policy, similar warn- 
ings have been carried in practically all Chloromycetin advertisements 
since 1952 to date. This is consistent with the Parke, Davis policy 
of telling the medical profession all the facts about our products. 
We know of no comparable warnings on such material applying to 
other antibiotics. s 

We estimate that more than 4 million people were treated with 
Chloromycetin in the United States in 1959, the last year for which 
complete estimates are available. In that year we learned, from med- 
ical correspondence, field staff reports, and all other sources, of 18 
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deaths from blood dyscrasias in which Chloromycetin was involved 
either alone or in combination with other drugs. This is a ratio of 
1 in 225,000. 

By comparison, the reported fatality rate in the administration of 
general anesthesia is 1 in 10,800, and where muscle relaxants are also 
used, the death rate is 1 in 2,000 (The Lancet, Oct, 30, 1954). In blood 
transfusions it is 1 in 1,200 (AMA News, May 2, 1960.) Thus, 
it is evident that both in relation to common medical procedures and 
in comparison to other antibiotics the calculated risk of reactions as- 
sociated with the administration of Chloromycetin is very low. It is 
also low in comparison to the number of lives which have been saved 
by the use of this valuable drug. 

In summary, these are the salient facts about Chloromycetin: 

1. Chloromycetin is one of the most widely used and effective drugs 
in the world today. It has saved thousands of lives. 

2. Despite exhaustive research efforts, it has been impossible to 
demonstrate a direct connection between Chloromycetin administra- 
tion and blood disorders. The most that can be said scientifically is 
that there may be an association. 

3. Severe reactions that could possible be linked in any way with 
Chloromycetin are extremely rare. Among the five types of life- 
threatening reactions to antibiotics, reactions of the type possibly 
associated with Chloromycetin rank fourth in frequency. 

4, The incidence of deaths that could possibly be associated with 
Chloromycetin is markedly lower than the incidence of deaths directly 
attributable to long-accepted medical procedures, such as anesthesia 
and blood transfusions. 

5. Tremendous increase in the use of Chloromycetin has occurred 
with no material change in the incidence of aplastic anemia over the 
same period. The rate has remained virtually constant during the 
past 10 years. 

Thank you, Senator. 

Senator Kerauver. Thank you, Mr. Loynd. I have not seen this 
statement until just now. Iam glad to have you read it. 

One or two observations: 

On page 2 of your statement you say: 


No demonstrable cause-and-effect relationship has ever been established. 


I do not want to get into an argument with you about that, except to 
say that the National Research Council, the Food and Drug Adminis- 
tration, the council on drugs of the American Medical Association, 
and the head of your own clinical investigations division, all dis- 
agree with your statement. 

Mr. Loynp. No, I do not agree with you. I have not heard any- 
thing where they say it has definitely been established. It is one of 
these things that you cannot prove is right, and you cannot prove is 
wrong, and we have spent hundreds of thousands and are still spend- 
ing it today, and the relationship has not been established. 

Senator Keravver. Here is the council on drugs of the American 
Medical Association, on April 30, 1960. We read it yesterday, in 
exhibit 81: 

Althought the subcommittee recognizes that chloramphenicol is a valuable 


antibiotic, it is also the opinion of the subcommittee that there is no longer a 
reasonable doubt that chloramphenicol may cause aplastic anemia. 
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Mr. Loynp. “May cause”; it did not say it does cause. 
Senator Keravver. If it did not cause it, I do not know why there 
would be this warning to the doctors in this article, with examples. I 
do not know why your head of Clinical Investigations would say that 
the wife of an Army lieutenant took one capsule and—— 

Mr. Loynp. He did not say that the wife died as a result of taking 
one capsule of Chloromycetin. He said that she had only taken one 
Chloromycetin capsule, and at a later date she died. 

Senator Krrauver. I do not know why the National Research 
Council, made up of the most distinguished physicians, would rec- 
ommend a warning which says: 

Certain blood dyscrasias (aplastic anemia) — 


and other diseases— 
have been associated with the administration of chloramphenicol. 


Mr. Loynp. “Have been associated.” It did not say that it caused 
aplastic anemia, or any other form of blood dyscrasia. 

Senator Keravuver. I do not know how you would compromise and 
settle the 25 lawsuits brought against you without going to trial if you 
were so sure of your ground. 

Mr. Loynp. We have not objected to going to trial. 

Senator Kerauver. You settled the lawsuits. 

Mr. Loynp. Well, I know. But that is not saying we objected to 
going to trial. 

Senator Kerauver. Why would you pay money? How much did 
you pay, by the way, in those lawsuits? You know about how much. 

Mr. Lornp. No; I will send it to you. I will send the exact figure 
to you. 

Senator Keravver. Tell us now. 

Mr. Lornp. I do not know. 

Senator Kerauver. Mr. McGregor must know. 

Mr. McGrecor. I donot know. 

Senator Keravver. Get it for us now. You must have it in your 
records. 

Mr. Loynp. We certainly do not have it in our records. 

Senator Keravuver. This is a very important matter. Twenty-five 
lawsuits have been brought against you. You compromised all 25. 

Mr. McGrecor. That is not so, Senator. You didn’t ask us to ons 
this information. And we therefore did not bring it. You did as 
us to bring a tremendous mass of other information, and we spent a 
long time getting that. 

Senator Kerauver. You mean, as head of the legal department, you 
do not know how much you have been paying in these lawsuits? 

Mr. McGrecor. No, I do not. 

Senator Kerauver. Your Mr. Johnson is here; maybe he can call 
up and find out. 

Mr. Loynp. Mr. Johnson is not a doctor nor a lawyer nor a finan- 
cial man. He is not associated with the treasury department. 

Senator Krerauver. He knows how to use a telephone, I take it. 

Mr. Loynp. Yes, he knows how to use the telephone. 

Senator Keravuver. All right. 

Senator Wier. Mr. Chairman, I have sat here all morning, and 
I am a little bit confused about many things, but I am not confused 
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about this last question, because I do not know how the legislative 
purpose is to be served by getting this information that you have been 
asking. 

In a words, we are simply putting ourselves in an almost ridic- 
ulous position. We are here to find out whether or not any violation 
of law has been made. The settlement of a lawsuit does not deter- 
mine that in any respect, and we are not supposed to settle it. 

I am interested, though, in one or two things, if I can get them 
cleared up. I listened this morning to the matter of what was the 
trouble with certain advertisements. Now, on page 5, of your state- 
ment, sir, you say: 

Nevertheless, since 1952, every piece of Chloromycetin medical literature and 
every label has carried a warning as to its possible toxic effects. 

That is correct, is it not ? 

Mr. Loynp. That is correct. 

Senator Winey. Now, then, what was the discussion about this 
morning, when I came in ? 

Mr. Loynp. Honestly, Senator, I donot know. [Laughter.] 

Senator Witey. You are just as dumb as I am. 

Mr. Lornp. Thatisright. I frankly admit. 

Senator Wutey. I am just trying to find out what this is all about. 
And if this is correct—do they claim that the warning that you have 
pe on fir’ label was inadequate, or does it comply with the Food and 

rug Act ¢ 

Mr. Lornp. It complies with the Food and Drug Act in every re- 
spect. 

Senator Wey. All right, now, then—— 

Senator Kerauver. Senator Wiley, if I may help you on that, we 
introduced in evidence yesterday some—— 

Senator Witey. Mr. Chairman, I am carrying on now. Let me 
havea say. You have talked pretty long this morning. Asa matter 
of fact, I am still a member of this committee, and I want to get some- 
thing cleared up. There is so much confusion here, at least in my 
mind, that I want to find out. 

Now, there was some talk about advertising outside of the label. 
Now, what was that advertising ? 

Mr. Loynp. Every piece of promotional material, Senator, that 
deals with the systemic use of the drug, or dosage forms, the warning 
appears promptly in every journal ad, and every direct mail piece, 
and has been printed 84 million times in the United States since 1952. 

Senator Witey. Well, there was some question raised that there was 
some variation between the requirement of the Food and Drug and 
what you advertised. 

Mr. Loynp. That is not true. 

Senator Witry. If the record shows definitely what that alleged 
variation was, I would like to have a discussion by you—I assume the 
gray-haired gentleman is a lawyer—as to whether or not, because 
we are calling for conclusions here right and left—everybody is a 
doctor and everybody is a lawyer, and everybody is something else. 
Now, we might as well find out whether or not, in your opinion, sir, 
this variation, whatever it was, made the situation let us say, so that 
it jeopardized the right of the public which takes the drug, or was it 
in compliance with the order of the Food and Drug Commission ? 
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Mr. Loynp. Senator, I can say without reservation—I will go back 
just a moment in order to clear it up for you. 
We had 

Senator Wier. Clearing it up for yourself, too, aren’t you now? 

Mr. Loynp. Yes, Iam now. I am so confused now of course—of 
course I am not a lawyer and not a doctor, I am just a farmer boy 
from Utah. When you get into these complicated situations and try 
to put different interpretations on words I am lost, because my vo- 
cabulary is very limited. But I think I can cover it in just 2 minutes. 

We were required by the Food and Drug Administration to do two 
things. One is print the warning on the circular which we included 
with the package of Chloromycetin, or which we mail to anybody re- 
questing it in the medical profession or associated sciences. 

Senator Winery. You sell direct, do you not, to the drugstore, and 
not to the ordinary—— 

Mr. Loynp. To the drugstore, yes, sir. 

Senator Wrtey. I received a letter today on that subject, and I want 
to get that into the record. Go ahead. 

Mr. Loynp. And we have complied with that without exception. 

No. 2, we were required to put wording on that label of every pack- 
age of Chloromycetin. That we have lived up to 100 percent without 
exception. That is the only requirements that we got from the Food 
and Drug Administration. 

Senator Witey. Well, now, under the Food and Drug Act, as I re- 
call it, you were required to put the identical language required by 
the Food and Drug Act upon every parcel, or whatever you call it. 

Mr. Loynp. Every package, yes. 

Senator Witry. Now, that you have done. 

Mr. Loynp. Yes, sir. 

Senator Wirry. But there was a variation somewhere, if I under- 
stood the questioning this morning, between the advertising that you 
put in the paper, or was it to the doctor ? 

Mr. Loynp. The Senator questioned a few mail pieces where we 
added one word which I think strengthens the warning. 

Senator WitEy. What is that word ? 

Mr. Loynp. “Potent.” 

Senator Witry. Was there any other variation ? 

Mr. Loynp. There was one which the Senator objects to—just a 
moment. We added “furthermore, as with certain other drugs.” The 
Senator objects to that, because he thinks it dilutes our warning. 

Senator Witey. What was it? 

Mr. Loynp. “Furthermore, as with certain other drugs.” 

Senator Winey. That is the only variation ? 

Mr. Loynp. No, there is one other. We say, “Blood studies should 
be made.” The Senator says, “Essential” is a stronger word. 

Senator Witry. What does the Food and Drug say about it? 

Mr. Loynp. The Food and Drug has nothing to do with what we 
are talking about here. 

Senator Wirey. I just referred to a letter that I received, Mr. Chair- 
man. The pressure of other business has kept me away from this 
hearing, and I have followed with interest the testimony as far as 
I could, of Mr. Loynd of Parke, Davis & Co. One of the questions 
directed to Mr. Loynd yesterday related to the company’s refusal to 
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sell its products to the National Retired Teachers Association. I un- 
derstand Mr. Loynd stressed this decision was part of the company’s 
policy not to sell drugs by mail order, or to mail-order houses. I do 
not mean at this time to pass on the merits of this decision, though 
I would say I think it is his own business, not to be mail ordering 
if he does not want to, and I do not know whether it is any of my 
business to question his right. It is true that the price of drugs to 
the consumer could be reduced if drugs could be obtained through 
mail-order houses. That is what they claim. I sometimes doubt that, 
too. Yet the companies involved have another most important prob- 
lem to consider, and that is the question of the public health and 
public safety. Again, without passing on the merits of Parke, Davis’ 
decision, I should like to introduce in the record a letter I received 
from Mr. Fred A. Risser of the Wisconsin Legislature, which deals 
with the same matter. It came in yesterday. I will read it: 

Senator ALEXANDER WILEY, 

Washington. 


Dear ALEX: James Kerwin of 14 South Charter Street, Madison, Wis., re- 
quested that I write to you on his behalf. Mr. Kerwin is an epileptic and has 
apparently discussed with you in the past the sale of medicine by mail order. 
His question is why Congress has not done something to stop this practice. 

Mr. Kerwin advises me the medical association is against mail-order drugs. 
As he points out, potential consumers have no way of knowing whether adver- 
tised patent drugs are safe or not. He feels that the Food and Drug Admin- 
istration, the Federal Trade Administration, or the Post Office Department should 
afford the public some protection from this practice. Mr. Kerwin wanted me 
to advise you that the Vernon Co., 3310 West 63d Street, Chicago, Ill. is 
advertising drugs for sale, and when he inquired about their right to do so, 


the company advised him that they had been investigated and were permitted 
to sell their drugs in this manner. 


Mr. Kerwin feels very strongly that this practice should be stopped and he 
told me that during the last campaign you promised to do something about it, 
and that he has never heard or seen anything done in regard to selling medicine 
on the street, at the door, or by mail. I would appreciate it if you would advise 
Mr. Kerwin about what might be done and/or what is being done, and that 
you send any acknowledgment of this letter direct to Mr. Kerwin. 

Signed, “Fred A. Risser,” who is a member of the Wisconsin Legis- 
lature. 

I have read it into the record. I do not have to ask the letter be 
placed into the record. 

That is all, Mr. Chairman, that I have. I think that at least in 
my mind certain matters have been cleared up. I hope it has not 
confused yours. 

Senator Kerauver. I am glad they are cleared up, Senator Wiley. 

I notice on page five of your statement and also in your conclusion, 
point 5 on page 7, Mr. Loynd, you point out that there has been an 
increase in the use of Chloromycetin with no material change in the 
incidence of aplastic anemia over the same period. 

Where did you get those figures, Mr. Loynd ? 

Mr. Lornp. I will read them for you, Senator. I just happen to 
have them tabulated. We go back before the introduction of Chloro- 
mycetin in the United States, and these are statistics from State health 
departments, incidence of apalstic anemia, recorded deaths. 

And in 1948, the rate of aplastic anemia to a million population— 
this is before the introduction of Chloromycetin—3.575; 1949, 4.113; 
in 1950, 4.237; in 1951, 4; in 1952, 5; in 1953, 5; in 1954, 4; in 1955, 4; 
in 1956, 4; in 1957, 4; in 1958, 5. 
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And I want to call your attention to the fact 3.575 before the intro- 
duction of Chloromycetin, and the year 1958—we don’t have 1959 tab- 
ulated—when 34 million grams of Chloromycetin was given, the rate 
is 5 percent. 

Does that answer your question, Senator ? 

Senator Krerauver. Yes, sir, but I have some different figures. 

Mr. Loynp. These figures come from the mortality section, National 
Office of Vital Statistics. 

Senator Keravuver. National Office of what? 

Mr. Lornp. Vital Statistics. I will be glad to give you a copy of it. 

Senator Kerauver. We have here the actual number of deaths as 
reported by the National Office of Vital Statistics and by the Public 
Health Service of deaths from alpastic anemia. 

In 1956, 656. 

Mr. Lornp. Senator, would you mind going back to 1948? 

Senator Keravver. I have it here only from 1950. I will go back 
to 1950. 
Mr. Lornp. I will give you the figures for prior years, if you would 
like. 

Senator Keravver. All right. 

Mr. Lornp. I think I have it. Pardon me, I am sorry. 

Senator Keravver. I have it for 1950. I think that will give us a 
very good idea. 

In 1950, 610 deaths; in 1959, 671; in 1952, 828; in 1953, 774. 

Then in 1954—that, incidentally, was the year that your sales went 
down to 10,091 kilos; that was during that intermittent time—681. 


Your sales had risen to 18,639 kilos in 1955, number of deaths, 633; 
in 1956, 656 ; in 1957, 669. 


Then an increase—1958, 843. 

In 1959, 920. 

Did you read the 1959 figure? 

Mr. Loynp. I have not been able to get the 1959 yet, Senator. 

Senator Keravver. It is available to you. But the point here is that 
in 1954, 1955, and 1956, when your sales were comparatively low as 
to what they are now, the incidence of death resulting from aplastic 
anemia had dropped from 5 to 4, and now it has gone back up to 5. 

Mr. Lornp. Senator, I think you have forgotten two things: 

No. 1, the increase in population. The only way to get the actual 
picture is to get the percentage per million. 

No. 2, you have also disregarded the introduction of many more 


potent drugs during this particular time that also could cause blood 
dyscrasia. 


So I will repeat : 

The only way to get an accurate picture is the percentage per mil- 
lion population. 

Senator Keravver. Just 1 second. That is what the 4 percent and 
the 5 percent are figured on, percentage of population. Those are 
your figures. 

Mr. Loyrnp. It is not 4 percent, Senator. It is 4 per million. 

Senator Kerauver. I mean 4 per million. 

Mr. Cuumeris. Mr. Chairman, while you were out of the room yes- 


terday, Dr. Finland answered that specific question when Dr. Dixon 
brought it up. 





Q 
1 
1 
( 





er 


i] 


ADMINISTERED PRICES 14043 


Senator Kerauver. Just 1 second until I get this clear. Then we 
will get to Dr. Finland. The point is that when your sales were low, 
it was 4. As your sales increased, taking our population as a whole, 
the incidence increased to 5, and in 1959 seems to be above 5. 

Mr. Loynp. Senator, when the sales were low, you could take any 
year you want. Were our sales low in 1957, 1956, 1955, 1954, 1952? 
They are all 4. 

Senator Karruver. Yes, your sales were low during those years com- 
pared to what they are now. In 1954, 10,000 kilos; in 1955, 18,000 
kilos; in 1956, 27,000; in 1957, 28,000. 

Then when it gets to 5, you jump up to 40,000 kilos. In 1959, 
you had gotten up to 50,000 kilos. 

Mr. Loynp. Yes, but, Senator, you are juggling figures and play- 
ing arithmetic, in my opinion. 

You are just saying that because there is a change of a small frac- 
tion, the only thing that caused the change is the use of Chloro- 
mycetin. 

Senator Kerauver. You said it. You said that there had been no 
material change. 

Mr. Loynp. [I still insist there has not. 

Senator Krrauver. Then the point that I think should be made 
also in connection with this matter is that the total number of deaths 
from aplastic anemia is not known, growing out of the fact—I will 
ask you when I get through if you agree—that death may not occur 
until weeks or months afterwards. It is sometimes very difficult to 
distinguish between aplastic anemia and leukemia. Furthermore, it 
requires an autopsy with an experienced hematologist to determine 
precisely what the cause was. Many people do not want an autopsy 
made. Many people do not have the facilities. Hematologists are 
not available everywhere. So that nobody really knows. Nobody 
knows how many cases may have-—— 

Mr. Loynp. Senator, you and I—— 

Senator Keravuver. And this has been pointed out in quite a num- 
ber of these articles. 

Mr. Lorynp. Just a moment, because you have made two statements 
there that I do not think are correct. You and I both coming, you 
from Tennessee, and me from Utah—to tell the difference between 
leukemia and aplastic anemia, it does not take an outstanding medical 
scientist to determine the difference between aplastic anemia and 
leukemia. 

Mr. Cuumerts. Mr. Chairman, before we get away—— 

Senator Kerauver. Just on that point, doctors have written to 
us—I do not know anything about it myself—— 

Mr. Loynp. Chloromycetin has never been associated with leukemia. 

Senator Kerauver. We are not saying it is. 

Mr. Loynp. You used it. 

Senator Keravuver. No, no. I said some cases of blood dyscrasia 
may be diagnosed as leukemia and some cases may be diagnosed as 
aplastic anemia. 

Mr. Lornp. I do not think that would be possible. 

Senator Kerauver. Anyway, we do have some letters from physici- 
ans. Now, Mr. Chumbris. 
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Mr. Cuumpris. Yes; yesterday, Dr. Finland made this statement: 


So if we assumed that there were 34 deaths since 1952 that are reported, in 
which Chloromycetin was the only drug used, I think you would have to consider 
that perhaps it is not quite as dangerous a drug as it was thought to be. 


Then Mr. Dixon said this: 


Senator Hruska, on that point, I just wonder if the doctor has had these 
statistics called to his attention. 

And the statistics that you have read were placed into the record by 
Mr. Dixon, and this is what Dr. Finland had to say in answer to that: 

But since 1956, or shortly before that, there have come into use a number 
of drugs, for example, for the treatment of cancer, which produce very similar 
effects and much more rapidly and with much more certainty, and there is not 


any indication from these figures—at least the part that you have presented to 
me—as to what these deaths were due to. And until this is done— 


And Mr. Dixon said: 
We don’t know that— 
And Dr. Finland makes this very pointed staetment : 


That is exactly what I am trying to point out, and that is, that information 
of the sort as implicating one cause is improper unless and until the infor- 
mation, the basic information, the original information upon which this is 
based is available for study. 

And that was Dr. Finland’s answer to Mr. Dixon’s bringing those 
figures up. 

You were out of the room at the time and Senator Hruska was 
acting as chairman at your suggestion. I thought that you would like 
to hear that in the record at this point. 

Senator Keravuver. Thank you. I think it is well to put it in the 
record at this point. I am not going to read names or give anything 
that can be identified, but we have a letter from a parent who lost 
a daughter—and I can say this is in the Midwest, not in California 
who was diagnosed as having aplastic anemia as a result of having 
been associated with Chloromycetin. This case was reported to the 
Food and Drug Administration, so this would be one of the cases 
that was reported to the FDA. The parents were so upset that they 
made some investigations of their own through physicians and 
through other people. They went out and found one case in Mich- 
igan where they said it had not been reported to Food and Drug. 
They found another in Lansing, Mich.; another in Midland, Mich.: 
two in Warren, Ohio; one in Royal Oak; and one down in Indiana. 

In other words, they found eight cases and they gave us the names, 
telephone numbers, and addresses where they claim that after con- 
sulting with physicians, and in some cases after quite an extensive 
investigation, these eight cases were not reported to Food and Drug. 

Mr. Loynp. Would you mind giving me the names? 

Senator Knravuver. I will give the names to the Food and Drug 
Administration. 

Mr. Loynp. Give them to the Food and Drug Administration, and 
then I can get them without difficulty. 

Senator Keravuver. That will be up to them. This letter came in 
just the other day. 

But let’s get on to another matter. We have received many letters. 
Mr. Loynp. I beg your pardon. 
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Senator Kerauver. We have many letters from parents, some from 
doctors, who claim to have lost their own children, which I am not 
going to bring out here, but it will be reported. 

In your statement, sir, we were talking about the fact that the 
association with Chloromycetin might not occur until later on. It is 
different in the case of penicillin. That reaction, whatever the scien- 
tific name is, occurs usually right in the doctor’s office. 

Mr. Loynp. Well, that is one reaction they get from penicillin, but 
that is not the only one. 

Senator Kerauver. And then there are skin infections. But the 
other particular point that I wanted to question you about is on page 
2, where you say: 

All efforts to induce blood dyscrasias in test animals by use of Chloromycetin 
have failed utterly. 

That is a definite statement. 

Then you say, on the next page, at the end of the paragraph: 


Even where the disorder has been thus induced * * * the results fail to 
show any deleterious effect whatever attributable to the drug. 


That is not according to the medical literature on the subject, Mr. 
Loynd. Here is an article, which we will make exhibit 99, by Arthur 
A. Nelson, and Jack L. Radomski, both medical officials of high 
repute, at the time with the Food and Drug Administration. 

(Exhibit No. 99 may be found on p. 15876.) 

Senator Keravver. I will ask Mr. Dixon to read the pertinent 
parts. 

Mr. Drxon. In the summary, this appears: 

A total of 68 dogs were fed either one of the six major broad-spectrum anti- 
biotics—chloramphenicol, chlortetracycline, oxytetracycline, tetracycline, Eryth- 
romycin, carbomycin, or else the inactive L-threo isomer of chloramphenicol, 
or served as controls. The drugs were given once daily in capsules, and the 
usual dosage scheme was 250 mg./Kg./day, 6 days per week for 14 weeks. 

It says “250 milligrams,” and then its says “Kg./day.” 

Mr. Loynp. Another example of an attorney and a farmer trying 
to discuss a scientific subject. 

Senator Kerauver. We are just trying to read from what two very 
eminent physicians in this field said. 

Mr. Dixon. I am the farmer. 

Mr. Loynp. No; I am the farmer. 

Mr. Dixon. Dr. Radomski is not, I don’t believe. 

Observable signs and symptoms, and effects on the peripheral blood, oc- 
curred only with chloramphenicol, chlortetracycline, and the inactive isomer of 
chloramphenicol. With the two antibiotics just mentioned, approximately half 
of the dogs on a continuous dosage schedule of 250 mg./Kg./day did not sur- 
vive the 98-day experimental period. Mortality was slightly greater with 
chloramphenicol than with chlortetracycline, and death occurred sooner, the 
average time being 29 versus 56 days. 

Senator Kerauver. Then another article—— 

Senator Witery. What is that supposed to prove? 

Senator Keravver. It is supposed to prove—and this is what has 
been said in other literature—that all efforts to induce blood a 
crasias in test animals by the use of chloramphenicol have failed 


utterly. And here is a case where half the dogs died of chloram- 
phenicol. 
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Senator Witey. What do you mean—what Dixon read contradicts 
that statement ? 


Senator Keravuver. Yes. 

Senator Wixey. I understand a little English, so I don’t agree. 

Mr. Loynp. I stand by the statement, and I will supply facts to 
verify it. 

Senator Keravver. Let’s read the next one. 

Senator Wizey. You have to have experts interpret that language. 

Mr. Loynp. I don’t know what they are inline about either, 
Senator. 

Senator Keravver. Let’s read it over again. 

Read it, Mr. Dixon. It is pretty clear to me. 

Mr. Dixon. This is the summary of the article, Senator Wiley—— 

Senator Wuzy. All right. A little louder. Don’t keep it all to 
yourself. 

Mr. Dixon. All right, sir. 


A total of 68 dogs were fed either 1 of the 6 major broad-spectrum anti- 
biotics—chloramphenicol— 


that is the drug we are talking about here— 


chlortetracycline, oxytetracycline, tetracycline, Erythromycin, Carbomycin, or 
else the inactive L-threo isomer of chloramphenicol, or served as controls. The 
drugs were given once daily in capsules, and the usual dosage scheme was 250 
mg./kg./day, 6 days per week for 14 weeks. 

Observable signs and symptoms, and effects on the peripheral blood, occurred 
only with chloramphenicol, chlortetracycline, and the inactive isomer of chloram- 
phenicol. With the two antibiotics just mentioned, approximately half of the 
dogs on a continuous dosage schedule of 250 mg./kg./day did not survive the 98- 
day experimental period. Mortality was slightly greater with chloramphenicol 
than with chlortetracycline, and death occurred sooner, the average time being 
29 versus 56 days. 


Senator Keravver. It is obvious why we are reading this. 

The second exhibit will be 100. 

(Exhibit No. 100 may be found on p. 15883.) 

Senator Kerauver. The opening sentence of the first article gives 
the reason why the tests were made on the animals. 


This study is an outgrowth of the survey made by the Food and Drug Admin- 
istration in the summer of 1952 of human cases of aplastic anemia— 


and other disorders— 


apparently resulting from the administration of chloramphenicol. Because pre- 
vious published comparative feeding tests have not been very extensive, it 
seemed desirable that such a study be conducted. 


And this is the further study. ’ 
Mr. Drxon. The second paper, exhibit 100, is by Dr. Radomski, 


Arthur A. Nelson, and William B. Deichmann. I will read again 
just the summary. 


Summary and conclusions: 

1. Chloramphenicol was administered orally in daily doses of 250 mg./kg. to 
a group of 4 dogs for 4 periods of 2 weeks each, separated by three 3-week 
periods when the drug administration was withheld. Weekly blood counts 
were taken. A statistically significant (p=0.01) fall in the average number of 
granulocytes was obtained after 7 days of drug administration. Chlortetra- 
cycline similarly administered had no such effect. 

2. A second experiment was performed using two groups of three dogs each, 
one group receiving chloramphenicol, and the other, oxytetracycline. A drug 
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was administered for 12 days and then withdrawn for 19 days. After two such 
cycles, a third cycle was run after a crossing over of the drugs. Blood counts 
were taken three times per week. Again, a statistically highly significant 
(p=0.01) fall of the polymorphonuclear cells was produced by chloramphenicol. 
No significant effect was produced by oxytetracycline. 

Senator Kerauver. Those are two studies that have been made by 
eminent men to develop evidence in this situation. 

Mr. Loynp. I think we should have the record straight, Senator. 
I have not seen either one of these. I wouldn’t know as they were 
talking about if I saw it. I would like to see whether the experiments 
were conducted on a scientific basis. And to repeat, I stand by my 
statement, will give you proof and facts and anything you would like 
to have to justify the statement I made. 

Senator Krerauver. Your company knew a great deal about this 
first study by these two employees in the Food and Drug Admin- 
istration. You knew about the paper and the discussion that was 
held at a public meeting, concerning scientific data. Several people 
from your company came down to the Food and Drug Administration 
to object and tried to have changes made in the report. 

Mr. Loynp. What was that Test statement ? 

Senator Kerauver. I say a number of your people came down to 
the Food and Drug Administration to object—— 

Mr. Loynp. Object to what? 

Senator Krravuver. To object to the conclusions by these scientists 
who were making these tests. 

Mr. Lornp. Evidently they were not made scientifically, then. That 
is the point I was trying to make. What kind of dogs did they use? 
Were they starved dogs, healthy dogs? What did they feed them? I 
would like to see the material. 

Senator Keravuver. I think we can count upon these men. 

Mr. Lornp. I don’t question that. But I would like to see it. I 
have never seen it. I don’t know whether it was conducted scientifi- 
cally or not. 

Senator Krerauver. Of course, you are not a doctor. 

Mr. Lorynp. No, but I have some doctors that could help me. 

Senator Keravuver. I would think that doctors would be in a better 
position to say whether the drug adversely affected the dogs. 

Mr. Loynp. The right type of doctors, I agree with you. But I 
think we are discussing a medical subject here—— 

Senator KErauver. iis Loynd, I don’t think your medical people or 
any people in the antibiotic field would question the expertness of 
Dr, Nelson and Dr. Radomski, who made these tests. And they were 
made—— 

Mr. Lornp. I don’t question the qualifications of the doctors. I 
am questioning the scientific approach to the study. I want the basic 
facts of where they started, type of animals used, condition of the 
animal, the food they received, because you can take a dog, you can 
take anything, and I can almost prove—take any drug you want to—— 

Senator Kerauver. Mr. Loynd, we wouldn’t be in this discussion 
except for the fact that you made a statement here which would be 
widely read, which undoubtedly will get to the doctors—— 

Mr. Lornp. I stand by it. 


35621—61—pt. 24-29 








14048 ADMINISTERED PRICES 





Senator Krravver. That all efforts to induce blood dyscrasias in 
test animals by use of Chloromycetin have utterly failed. That simply 
is not true, according to the experts who have carried on these tests. 

Mr. Loynp. How do you classify these people as experts? 

Senator Kerauver. Dr, Radomski 

Mr. Loynp. He may be, I don’t know. I never heard of Dr. 
Radomski. 

Senator Krerauver. They are very eminent physicians or pharmacol- 
ogists. I think your own medical department would not question 
their competence. 

Mr. Loynp. Let’s ask them, Senator. 

Mr. Krrrrie. May I ask a question ? 

Senator Kerauver. Yes, Mr. Kittrie. 

Mr. Kirrrie. I would like to call attention to the fact that this 
book we have used here, both to show instances for and against the 
drug industry—this is “The Merchants of Life,” by Tom Mahoney— 
on page 69 says this, and I assume that his statements here are based 
on research he did, and not just the views of the drug industry. He 
says the same thing. He says, “Efforts to induce aplastic anemia in 
animals by giving them heavy doses of the drug failed.” So appar- 
ently this was the best information he had in 1959. 

I want to ask you another question, too. And that is this—— 

Senator Kerauver. Well, Mr. Kittrie 

Senator Wirey. I think he should continue, Mr. Chairman. 

Senator Kerauver. Before he gets on another subject. 

Senator Witey. No; this subject, 

Mr. Kirrrim. Just exactly on this topic, Mr. Chairman. 

If there is new evidence now, according to these articles introduced 
here, and apparently Mr. Mahoney, when he wrote this in 1959 was not 
aware of the success of these tests with animals—if there is such new 
evidence, would you assume that this would come to the attention of 
the Food and Drug Administration ? 

Mr. Loynp. I certainly would. 

Mr. Karrrm. Do you suppose if this evidence would indicate that 
there is a new danger which heretofore was unknown, that they may 
make new requirements as far as labeling or possibly even ask you 
to take the drug off the market? 

Mr. Lornp. If they didn’t, we would. 

Mr, Kirrrr. Thank you very much. 

Senator Keravuver. Let me say by way of explanation, Mr. Kittrie, 
these studies were sent to the Food and Drug Administration. They 
were not made public. But the findings of these physicians were made 
known to Parke, Davis & Co. before they were published, and Parke, 
Davis objected. Parke, Davis asked for revisions. We have the 
correspondence and the names of the people who came down from 
Parke, Davis to get these things done. We will put the pertinent 
ones in the record; let the whole group be called exhibit 101. 

(Exhibit No. 101 may be found on p. 15888. ) 

Mr. Dixon. Mr. Chairman, in these documents that you have or- 
dered be put in the record as exhibit 101, there is contained a memo- 
randum of interview, dated January 26, 1953; present: Dr. A. C. 
Bratton, Dr. J. C. Weston, Dr. A. J. Lehman, Dr. J. L. Radomski—— 
Senator Keravuver. One moment, Mr. Dixon. 
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Dr. Bratton and Dr. Weston are from Parke, Davis & Co.? 

Mr. Loynp. That is correct, yes, sir. 

Mr. Dixon. Then with the Division of Pharmacology, Food and 
Drug Administration, were Drs. Lehman, Radomski, Nelson, Vos, 
and Curtis. This is signed by Dr. Vos. 


The visitors came in response to the abstract of our work on chloramphenicol 
which we had sent them. They said that our findings were at a variance with 
their own and they wondered what the cause of the discrepancy could be. Inthe 
discussion which followed it became apparent that the doses which we had used 
were slightly higher than theirs (250 mg./kg. instead of 200) and were also 
given in a single dose each day (instead of being divided into two equal por- 
tions). We asked about the relative purity of synthetic and fermentation 
chloramphenicol. Dr. Bratton said that their chemists had been unable to de- 
tect any difference. Each was approximately 99.8 percent pure with the leavo 
isomer constituting the main impurity. Dr. Bratton said that in addition to the 
work which had been done at Parke, Davis, there are now five outside labora- 
tories which have been working on chloramphenicol for a period of from 3 to 
9 months. None of these has found an effect on bone marrow or peripheral 
blood. We showed him a chart prepared from our counts on the dog which 
clearly indicated a fall in the white blood cell count with each course of 
chloramphenicol. 

Senator Witey. Mr. Chairman, pertinent to the inquiry now, I 
just want to say that Dr. Finland the other day said: 

There is always the question in everybody’s mind, when he is treating a 
patient, giving a drug, what part the drug plays in this illness that is exposed 
during that or the side illnesses which are exposed, what part the drug actual- 
ly plays and what part some underlying disease or the original disease plays, 
and this is not always a very easy thing to determine. 

Now, there is an old saying that figures do not lie, but liars figure; 
and when you get three or four doctors together, they use their brains 
and their senses, and many times they disagree as to diagnosis. 

Two doctors won’t agree. 

Now, that is not the fault of the doctor. That is the fault of the 
human frail animal that has to get results from certain things that 
it sees. 

Now, we are here engaged in an undertaking, as I said a year or so 
ago, under the question whether or not there is a violation of any 
antitrust act or any antimonopoly act, and we are not engaged in be- 
coming specialists as physicians or determining the matter of the 
value of drugs. 

We have an agency for that. That is the Food and Drug Act. 

And now, we, as legislators, have something else to do; especially 
we have Khrushchev coming up here in a little while. We have 
Castro down in Cuba. We have folks over in Asia stirring up the 
mess. 

Now, I wonder whether we are getting anywhere in this kind of a 
deal. I, for one, feel that if, in the interest of public safety, there 
Is a violation of law, we should find that out. That is as far as we 
should go, and then submit it to the Attorney General for action. 

It is not our business to take sides or become participants in any 
particular science and medicine. If we do, we get away from the 
legislative philosophy. 

When we have investigations like this, it is to get the facts in order 
to pass remedial legislation; and so far, I have not heard any sug- 
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gestions that they are going to recommend any remedial legisla- 
tion. 


J have had my nickel’s worth, Mr. Chairman. I will let you take 
over. 

Senator Kerauver. Senator Wiley, maybe I can express my view- 

olnt. 
F I agree with much that you have said; that our purpose is for re- 
medial legislation. This has been growing out of misleading or 
incomplete advertising that does not give the full story. Secretary 
Flemming has sent up a bill which has been introduced by Senator 
Hill. Previously, I had put in a similar bill along the same line. 

Senator Wirry. What happened to the bills? 

Senator Krrauver. There are going to be hearings on them. Sen- 
ator Hill has said he wants to have early hearings. They were intro- 
duced about 2 weeks before the end of the session. 

The second point is that it is manifest that the division of the 
market—how much business Parke, Davis gets, how much business 
its competitors get—is determined, to some extent, by the representa- 
tions made to the physicians, and by public statements here before 
this committee. 

We want competition, but we want fair competition. It is not fair 
to other competitors who may be trying to give the whole story if 
some company gets a larger share of the market by not giving the 
whole story or by not fully informing the physician. 

The third matter is that this is a tremendously important matter 
to the physician. He ought to have the fullest information so that 
he can prescribe this medicine properly. It is a valuable medicine 
in certain severe types of infection and disease. There is no question 
about that. But he ought to have the fullest information and perti- 
nent information, such as the fact that Chloromycetin may be asso- 
ciated with blood dyscrasia after even a short period, and not only 
after intermittent therapy. He should have full information based 
on what the people in the Food and Drug Administration, who have 
conducted extensive research on dogs, have come up with, which is a 
different conclusion from what Mr. Loynd has stated here. 

I think that we would be derelict in our duty if we did not do 
everything that we could to see that the physician is in a position 
to have the fullest information and to provide the greatest protection. 

Furthermore, it is incumbent upon the company morally, and I 
think legally, to include as a caution all pertinent information that 
might help the physician know what the dangers might be. 

The discussion about dogs came up because of Mr. Loynd’s state- 
— _ Did you say you did not know anything about this, Mr. 

oyn 

Mr. Loyrnp. I beg your pardon? 

Senator Keravver. Did you say you did not know anything about 
these tests made by these gentlemen ? 

Mr. Lornp. I said I have never seen the publication. 

Senator Keravver. I ask you if you did not know about them mak- 
ing this test and the fact—— 

Mr. Lornp. The answer is the same: I do not know about them. 
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Senator Kerauver. Then let me just read you two things. Here is 
a letter to you, Mr. Loynd, of February 5, 1953, which is already in 
the record as part of exhibit 101. 
Mr. H. J. Loynp, 


President, Parke, Davis € Co., 
Detroit, Mich. 


It is from A. J. Lehman, M.D., Chief, Division of Pharmacology 
of the Food and Drug Administration. 

Dear Mr. Loynp: In accordance with your telephone conversation with Com- 
missioner Crawford, I am enclosing a copy of the revised abstract of our work 
on chloramphenicol. This abstract will appear in the forthcoming issue of the 
Federation Proceedings. 

Senator Witry. What is the date of that? 

Senator Keravuver. That was February 5, 1953. 

ee Seven years ago, I am supposed to remember that I got 
a call? 

Senator Krravuver. That was after this meeting in January 1953, 
when the Parke, Davis people came down here and protested the 
study. 

Then you called Mr. Crawford apparently to protest to him or to 
talk with him about it. 

Mr. Lornp. No, I did not call him to protest. 

Senator Kerauver. You asked for a copy of the abstract, and a 
copy of the abstract, which is substantially the same as has been put 
in here in the record, was sent to you by Dr. Lehman with his letter. 

Then on April 1, your Dr. Sharp wrote Dr. Henry Welch. This is 
part of the record, too, in exhibit 101. This is labeled “personal and 
confidential” on the letterhead of Parke, Davis. The next to the last 
paragraph says: 

All of us, including the President, are deeply chagrined over the attitude of 
Lehman and company regarding this presentation— 

“Lehman” being Dr. Lehman of Food and Drug who sent the article 
with his letter. 

Then: 


From a therapeutic standpoint we cannot accept it as being more than a 
preliminary piece of work and not well controlled. There is no thought on our 
part of suppressing truth or attempting in any way to dissuade anyone from 
making scientific disclosures. It is, however, the opinion of qualified members 
of our staff that the work presented is no more than a preliminary and presump- 
tive observation, but its publication will find acceptance by the uncritical. 


Mr. Loynp. I am glad that letter is in the record. That is exactly 
what I have been trying to say. 

— Keravver. You said you did not know anything about it 
at all. 

Mr. Lorynp. I don’t. It does not say, because the brochure was sent 
to me, I read it and studied it. If I did that, I would be spending all 
my time reading brochures. 

Senator Keravver. You made a call to the Commissioner of the 
Food and Drug Administration on the telephone. 

Mr. Lornp. Yes. 

Senator Keravuver. Asking for an abstract of this study ? 

Mr. Lornp. Yes. 
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Senator Kerauver. And after your people had been down here to 
protest ? 

Mr. Loynp. Yes. 

Senator Kerauver. So you certainly had information about it. 

Mr. Loynp. Is there anything in the letter that said that I studied 
the abstract ? 

Senator Keravuver. Certainly you received it and you were in- 
terested in it. 

Mr. Loynp. Is there anything in the letter which said that I studied 
it and went over it in detail ? 

Senator Kerauver. Mr. Loynd, here we have again your going to 
the extent of calling Mr. Crawford, the Commissioner of Food and 
Drug, about a study which your people felt was adverse to you, and 
asking for a copy of the abstract. 

Mr. Loynp. Not adverse to us. It is stated in the letter you just 
read, Senator, that it was not a scientific experiment, and we objected 
to et opinions instead of facts in the medical profession. 

senator Kerauver. That was according to your people, but Food 
and Drug apparently thought so because they proceeded with the 
study. 

All right. 

Senator Witry. Now, Mr. Chairman, I wanted to find out when we 
are going to recess. I have a very important luncheon that I have to 
attend, and before you make the decision, I want to say that I want to 
reply to a few remarks that you made. 

In the first place, that chart up there (exhibit 12),* shows that the 
Parke, Davis people have only 14.7 percent of the new prescription 
market. Now, you have those figures. You do not claim that 1s the 
basis for any monopoly, nor an antitrust violation. 

Then there was another thing I was surprised at. You said the 
purpose of these hearings was to sort of protect the doctors. In other 
words, that is a new function of the legislative branch: That we are 
supposed to be the wet nurse for the doctors of this country and see 
that everything should be done to protect them. 

The doctors can take care of themselves. They do not need this 
action. 

If, in the public interest, it is found that drug manufacturing is 
detrimental to the public interest, that is a basic matter that we have 
a right to investigate; and if, on the other hand, there is a combination 
of drug manufacturers that go to the question of monopoly or violate 
some antitrust act, that is the basis. 

If we go outside of that purview of jurisdiction as a committee, we 
become, let us say, simply disposers of the public funds in a very 
unnecessary way. And I am very serious about that. I think we 
should know if in the judgment of Food and Drug—and they are the 
basis—that this drug that we have been talking about is of such a char- 
acter that it should not be manufactured, they should tell us. They 
are the interests that should tell us. Then we can legislate. But if we 
are going to have one doctor say one thing, one doctor say another 
thing, we will be traveling all around and get nowhere. 

Now, I am sorry that I have to express myself so forcibly, but I feel 
definitely on the subject, that it is in the public interest that we cut out 
: lot of this, let us say, irrelevant inquiry, and get down to the basic 

acts. 


*Page 13655. 
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Senator Kreravuver. Senator Wiley—— 

Senator Writer. Now, what time do we quit? 

Senator Keravver. If we quit at 12:30, would that suit you? 

Senator Witey. You always suit me. You see how he gets reelected. 
You cannot get him mad. He is the most remarkable character I 
know. [Laughter.] 

I said remarkable. 

Senator Keravver. I tell you—— 

Senator Witey. Can we leave? It is 12:30. 

Senator Kerauver. I know. But I have a right to make a few 
comments in response to what you said. 

Senator Witey. I never interfere with your right. If you excuse 
me—— 

Senator Keravver. Don’t leave now. [Laughter.] 

You were saying I never get mad, but I do sometimes. 

Senator Writer. Not at your wife, sir. 

Senator Kerauver. Not at my wife. But if I let rough sitaations 
get me mad, I guess I would be upset all the time, which would not 
be very good. 

But, Senator Wiley, I think to have the record a little more com- 
plete, you should also look at the bottom part of the chart, exhibit 12, 
which shows that in hospital purchases, Parke, Davis Chloromycetin 
has 47.1 percent of the market. And it is No. 2 in the new prescription 
market. 

Of course, I agree with you that doctors do not need any protectors. 
But the only way that physicians can get information about what 
this drug will do, what it won’t do, and the bad effects it may cause, 
is from the information that is sent to them. The Food and Drug 
Administration has the responsibility of seeing that the fullest infor- 
mation is sent to them, and it is the moral responsibility of Mr. Loynd 
also to see that the fullest information is sent to them. 

We have gone into this matter because of the categorical statement 
we heard that tests on animals have utterly failed, whereas the tests 
have not failed. Mr. Loynd was so advised. He called the Commis- 
sioner of the Food and Drug Administration in connection therewith. 
The physician, in evaluating whether to use the drug, should have 
Mr. Loynd’s statement, but he should have the other side, too. I 
think a great public service is rendered, not only in trying to pass 
better legislation—which we are trying to get to protect the public— 
but to be of assistance to doctors and to protect the public health. 
I am sure that this testimony and what has gone on here today will 
have important effects upon legislative proposals that have been made 
and will be made in the future. And it is so recognized by Secretary 
Flemming. 

Suppose we stand in recess, then, Senator Wiley, until 2 o’clock. 

(Whereupon, at 12:35 p.m., the subcommittee was recessed to re- 
convene at 2 p.m., the same day.) 


AFTERNOON SESSION 


(Present : Senator Kefauver, presiding.) 

Senator Kerauver. The committee will come to order. We will 
get started now. 

Mr. Cuumertis. Mr. Chairman. 
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Senator Keravuver. Mr. Chumbris? 

Mr. Cuumpris. Mr. Chairman, I have three papers that I would 
like to have inserted in the record on behalf of Senator Dirksen. 

One of them is by Dr. Gerhard Levy, associate professor of phar- 
macy and acting chairman of the Department of Pharmacy at the 
University of Buffalo School of Pharmacy. 

Senator Keravuver. That will be 102. 

Mr. Cuumeris. One moment. 

This deals with generic terms versus trade names. 

Senator Kerauver. Would you suggest it be put in the record? 

Mr. Cuumpris. Yes. 

Senator Krerauver. Without objection, that will be done. 

Mr. Cuumpris. The second one, “What’s in a Name,” by Louis M. 
Orr, immediate past president of the American Medical Association, 
delivered before the American Pharmaceutical Association, annual 
meeting, August 19, 1960, in Washington, D.C. 

The third is “The Generic Fallacy,” a speech made by Francis 
Boyer, chairman of the board of Smith Kline & French Laboratories. 

enator Keravuver. The first one will be exhibit 102, and the second 
one by Dr. Orr will be exhibit 103—A. 

(Exhibit No. 102 may be found on p. 15904. Exhibit No. 103—A may 
be found on p. 15913.) 

Senator Kerauver. We are glad to have them in the record. 

‘ Mr. ee The third one is by Francis Boyer of Smith Kline & 
rench. 

Senator Krravver. Does this concern generic names? 

Mr. Cuumeris. Yes, sir. 

Senator Keravuver. That will be given an appropriate number. 

Mr. Cuumeris. Thank you. 

(The document referred to marked “Exhibit No. 103-B,” may be 
found on p. 15921.) 

Senator Kreravuver. Mr. Loynd, is there any information you want 
to give us before we get started? 

r. Loynp. None that I have in mind, Senator, unless there was 
something that—— 

Senator Keravver. Mr. Johnson was going to call about the changes 
in the wording of the caution and also the dollar value of the damage 
suits. 

Mr. Lornp. No; Mr. Johnson was not going to call. 

_—— Keravver. I thought that it was suggested that he might 
call. 

Mr. Loynp. You will recall, Senator, we did not leave here until 
20 minutes to 1. Our office is closed. I was back here at 20 minutes 
to 2, and I had to go five blocks to get something to eat and five blocks 
back, so I did not have time to call anybody. 

I said we would get the information for you, which we will do. 

Senator Krrauver. Very well. Will you furnish that to us? 

Mr. Lornp. Yes, sir. 

Senator Kreravuver. Off the record. 

(Discussion off the record.) 

Senator Kreravuver. Very well then, that will be furnished to us, I 
take it, as soon as possible. Now, let’s try to move on as rapidly as we 
can, because we have had Mr. Loynd here longer than I anticipated, 
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and Mr. Beesley of Eli Lilly is waiting anxiously to take your place 
with quite a dissertation. 

Mr. Dixon, what is the next point? 

Mr. Dixon. Mr. Chairman, we requested access to correspondence 
between the Food and Drug Administration and Parke, Davis & Co. 
dealing with Chloromycetin and we were, as I explained this morn- 
ing, given access to this information and we asked to be furnished 
copies of certain documents. We furnished the documents to Mr. 
Loynd yesterday. ‘ 

I now have other documents and I would like to make reference to 
them. 

Senator Krerauver. Make them one exhibit, with alphabetical sub- 
exhibits. : 

Mr. Dixon. The next number will be 104. 

(Exhibit No. 104 may be found beginning on p. 15939.) 

Mr. Drxon. I will briefly make mention of some of these documents, 
sir. 

The first one is a memorandum of an interview dated December 15, 
1959, in San Francisco, Calif., between Wesley Hansen and R. G. 
Birbeck of Parke, Davis and Ralph W. Weilerstein of Food and Drug. 
It is written by Dr. Weilerstein. It is short and I should read it 
because this is the setting for this group of documents. 

It says: 

These gentlemen paid me a “detail” visit during which the following represen- 
tations were made: 

More Chloromycetin is dispensed worldwide in the past 3 years than any other 
individual tetracycline type broad spectrum antibiotic. In the United States 
more Chloromycetin has been prescribed in the past 2 years than any other broad 
spectrum antibiotic, $62 million is being sold annually in the United States. 

There is no more danger of blood dyscrasias due to Chloromycetin than there 
would be from any other antibiotic. 

These gentlemen maintained that the above “facts” were based on figures 
supplied them by their home office and they assumed it had been cleared with 
the Food and Drug Administration. I am wondering whether, within the knowl- 
edge of our Antibiotic Branch, the “facts” above are “true.” If they are not true 
there is a real problem since the representations made are presumably with the 
authority of the company, the medical literature and the Food and Drug Admin- 


istration, and the general impression left by the visitors was that Chloromycetin 
is no more hazardous than any other antibiotic and its use need not be restricted. 


Then, dated January 20, 1960, a letter from Charles N. Lewis, Chief 
of the Antibiotic Branch, Bureau of Medicine, to Dr. J. K. Weston, of 
Parke, Davis & Co. This letter recites that the Food and Drug 
Administration had been informed by a physician in their west coast 
office of this occurrence which Dr. Weilerstein had described. 

In the letter, after quoting the representation that had been made to 
Dr. Wallerstein, Dr. Lewis has this to say : 


We have had similar complaints from other physicians in recent months about 
your detail men playing down or minimizing the side effects of this drug. This 
has occurred at your scientific exhibits at society meetings and elsewhere. The 
labeling and professional literature for chloramphenicol regularly carry the blood 
dyscrasia warning which was worked out several years ago, but the net effect is 
lost if your detail people minimize this important information. 

We are quite disturbed about this, and it occurs to me that you may have re- 


ceived physician complaints of a similar nature. We would like to have your 
comments. 
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The next memorandum is a further note to Dr. Lewis from Dr. Weil- 
erston on the same matter. 


Then by letter dated February 1, 1960, Dr. Weston answered Dr. 
Lewis. I think I will read just this one paragraph from that letter: 


I am quite sure from what I have seen of the official directives to our sales 
force from our main office in Detroit that the statements you report in your letter 
are not made as a result of any directive from our main office but are in com- 
plete contradiction of directions which I have seen copies of emanating from 
that place. Unless physicians who are in possession of this kind of information 
will specifically give us names and places where this sort of conduct is being 
carried out, we are quite helpless to do anything effective about the specific 


offenders. 

Then he asks for the names of the detail men involved. 

The next document is a memorandum of a telephone call by Mr. 
Harry Loynd, president of Parke, Davis, to Dr. Lewis. This makes it 
clear that Dr. Lewis had talked about this incident with Mr, Loynd. 
Dr. Lewis reported that Mr. Loynd called him concerning this matter, 
the recent letter which related to the two statements of their detail 
men. Mr. Loynd told Dr. Lewis that he was upset by this incident, 
and that the two detail men made the statements purely on their 
own in violation of longstanding company policy and that he planned 
to do everything possible to prevent a repetition. He said it would 
be helpful again if they could have the names. Dr. Lewis told Mr. 
Loynd that he did not remember the two names, and that he had sent 
all of the correspondence, with Dr. Weston’s reply to the FDA enforce- 
ment people. Dr. Lewis continued: 


I said that I could see no objection to giving him this information, but that I 
would be guided by the decision of others in the administration. 


Then on February 4, 1960, Mr. Loynd wrote to Dr. Lewis, in which 
he said: 


Sometime during the early part of August 1957, Dr. DeNosaqua called our Dr. 
Vonder Heide from Chicago stating that he had had a complaint from an uniden- 
tified member of the subcommittee on research, AMA Council on Drugs, that one 
of our sales representatives was making statements about the safety of Chloro- 
mycetin which was contrary to the published information appearing in our litera- 
ture. We asked Dr. DeNosaqua to give us facts and figures, but he did not feel 
justified in pursuing the discussion further until he visited us on March 24, 1959. 

In the meantime, our vice president and director of sales and promotion, Mr. 
G. L. Walker, issued a directive (dated August 16, 1957, copy attached) covering 
our policy. 

During Dr. DeNosaqua’s visit, he made the statement that he, personally, 
contacted exhibits at two medical conventions in 1958; namely, the American 
College of Physicians in Atlantic City and the AMA clinical session in Minne- 
apolis and asked our people in attendance the following question: “What about 
Chloromycetin?’ The replies given him, according to his statement, coincided 
with those reported. In other words, he was told again, in keeping with his 
statement, that we have had no new cases reported since the FDA survey— 
also that you can use Chloromycetin without any worry about blood dyscrasias. 


Then Mr. Loynd goes on to say he did not question Dr. DeNosaqua’s 
statement, but requested him to give the names of the people involved, 
which he refused to do. 

The statement next in the correspondence—— 

Mr. McGreecor. Mr. Dixon, might I request that you read the next 
paragraph, please ? 


Mr. Dixon. I certainly will, at your request. In the letter I just 
read ? 
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Mr. McGrecor. Yes. 
Mr. Drxon. The paragraph you asked to be read says: 


We continually repeat our policy as outlined in Graydon Walker’s letter and, 
in fact, since you wrote to Dr. Weston on this same subject, we will reissue this 
statement again today, for as you know, we only promote Chloromycetin in 
keeping with good, sound medical facts and only make statements that have 
been approved by your department. 


Mr. McGrecor. Thank you. 

Mr. Dixon. That would infer that the statements that you had been 
making all that time were approved by the Food and Drug Adminis- 
tration; when you said they had not been approved, you made them 
on your own. 

Senator Keravuver. All right, go ahead. 

Mr. Dixon. Your Chloromycetin statement of August 16, 1957, is 
next in the group. I will read the third paragraph of that statement 
which I think is the pertinent paragraph: 


It is your personal responsibility to see to it that no salesman under your 
direction makes statements relative to Chloromycetin which cannot be sub- 
stantiated in the literature or other officially approved promotion material. 
This is not a situation that you can correct and then forget since we continually 
have the problem of new sales representatives not familiar with these instruc- 
tions who must be properly instructed during their initial training. Then we 
have the problem of the regular sales representative who perhaps becomes a 
little careless because of the increase in specification and preference for Chloro- 
mycetin during recent months. 


Mr. McGrecor. Would you also read the last paragraph? 
Mr. Dixon, I will, sir. 


Please instruct your sales staff again at this time, emphasizing the importance 
of adhering to sound medical information as covered in our literature and in 
other approved promotion material when discussing Chloromycetin with physi- 
cians or others. It will also be necessary for you to periodically repeat these 
instructions. 


There is nowhere here any instruction or any reference at all to 
the warning or blood dyscrasias. I note that. 

Then next is a memorandum from Dr. Kressenich to Dr. Lewis, 
which is very short. I will read it. It says: 


This matter of the detailing of Chloromycetin by the Parke, Davis men who 
contacted Ralph Weilerstein was discussed at the Commissioner’s staff meeting 
today. Since we have taken the step of informing the company of the matter, 
it is felt that we should provide the full information that we have concerning 
the individuals involved. 

Subsequent discussions of the chloramphenicol situation indicated that there 
is a newspaper report that infers some 1,000 fatalities due to this agent. Per- 
haps we should take this opportunity to request all the information that the 
firm may have with respect to reported injuries and fatalities involving Chloro- 
mycetin as well as estimates of the amount of drug used annually, and used 
since its first marketing, and also request an estimate of the number of patients 
that have been treated with the drug. 


The next document is dated February 19, 1960, and purports to 
represent a telephone conversation between Mr. Loynd and Mr. Wil- 
liam Jester of Food and Drug Administration. In the body of this 
report, this is said in the third paragraph: 

Mr. Loynd’s request for the names of the company salesmen involved was 
discussed with Dr. Kessenich who, in turn, discussed it was the Commissioner’s 


staff. It was agreed that the names of the individuals involved would be fur- 
nished Mr. Loynd. It was also agreed that we would request Parke, Davis to 
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furnish information that the firm may have with respect to reported injuries and 
fatalities involving Chloromycetin, as well as estimates of the amount of the 
drug used annually. 


And in the next paragraph: 


In Dr. Lewis’s sick-leave absence, I furnished the names of the two west coast 
salesmen to Mr. Loynd today and also Dr. Weilerstein’s name as our source of 
information. Mr. Loynd said that he planned to visit his San Francisco branch 
within the next few days and would “raise hell” with the two employees who had 
gone completely against company instructions concerning the role of Chloro- 
mycetin in blood dyscrasias. He said they must be new employees since he 
didn’t know them personally. As he had told Dr. Lewis, Mr. Loynd said that 
they were reissuing instructions to salesmen concerning the promotion of Chloro- 
mycetin and would send us a copy when available. 


Then by letter dated February 27, 1960, Dr. Weston wrote to Dr. 
Lewis: 


I have again been traveling and on my return I find that Mr. Loynd has 
taken care of contacting you with regard to the letter you sent me relative to 
statements purportedly made by our salesmen concerning Chloromycetin. 

In view of the telephone conversations and correspondence which Mr. Loynd 
has had with you, it seems to me that further comment from me is made totally 
unnecessary. 

I write you this merely to let you know that I had not forgotton my promise 
to look into the matter and see that you were brought up to date as to what our 
instructions to our salesmen are. I feel quite certain that Mr. Loynd has taken 
care of this matter adequately from the standpoint of all concerned. 

Should there be any additional comments you would like from me that I am 
able to supply, please do not hesitate to call on me for them. 


Then on March 23, Mr. Loynd wrote to Dr. Lewis: 


If I interpret your request of March 10 correctly, you would like to have the 
following material sent to you: 

1. Any instructions on the subject of Chloromycetin released to our sales staff 
during the years 1958 and 1959. 

2. Copies of all direct mail pieces for the same period. 

3. Copies of all medical journal ads for the same period. 

It will take a little time to assemble all of this material, but I can assure you 
it will be sent to you at the earliest possible moment. Please advise me if our 
interpretation is correct. 


Then a letter appears in the file, dated May 17, 1960, marked “per- 
sonal and confidential.” It is from you, Mr. Loynd, addressed to Dr. 
Henry Welch. 


Dear Henry: In keeping with our recent discussion with Bill Jester and 
Charlie Lewis, I am sending copies of all material mailed to our sales force on 
the promotion of Chloromycetin. This is in addition to the advertising and 
direct-mail material which was sent to you recently from L. W. Frohlich. 

This material, dating back several years, comes from my personal file, so I 
would appreciate it greatly if you would return it to me after it has served 
its purpose for it represents the only copies we have in Detroit at the present 
time. 

Please tell Charlie that I have a complete report on his activities before and 
during the time he was going to school in Wisconsin, all of which will be dis- 
cussed with him the next time I have the pleasure of greeting him. The re 
port indicates that he had many activities outside the field of medicine so I hope 
you can be present when we go over it. 

Do hope everything is going well with you and your family. 

Kindest regards. 

Sincerely— 


and you signed it. 
Senator Keravver. All right. 
Mr. Drxon. We have three more short ones. 
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Next is a short memorandum, signed “Jester/DA ; 6/21/60,” to Mr. 
J. L. Harvey, who was Acting Commissioner, I believe, of Food and 
Drug at that time. Itsays this: 

You may be interested in seeing this information before it is returned to Parke, 
Davis. Dr. Lewis has reviewed the material and tells me he has no comments 


to offer. We have made no copies of the material, although it was reviewed by 
the Senate committee staff. 


It is plain they made no copies. 

Senator Keravver. All right. 

Mr. Drxon. Then on June 15, 1960, there is a letter from you, Mr. 
Loynd, to Mr. Jester. 


On May 17 I sent a package containing all the promotion material we had 
distributed to our sales force on the subject of Chloromycetin, in keeping with 
your request. 

Since this package arrived after Henry had retired, I presume that it was 
placed in your hands. As approximately a month has passed since shipment of 
this material was made, I presume it has served its purpose, so would appreciate 
it greatly if you would return it to me as all of this material came from my 
personal files and resepresents the only copies we have available. 


The last letter, June 21, 1960, is in answer to your letter, from 
William R. Jester, Assistant Director, Division of Antibiotics, to you, 
Mr. Loynd, as follows: 

As requested in your letter of June 15, we are returning the copies of your 
sales force promotional material concerning choloarmpenicol that you sent to Dr. 
Welch with your letter of May 17, 1960. We regret the delay in returning it. 
However, because of the press of other work, Dr. Lewis was unable to complete 
his review until yesterday. 

We appreciate very much your cooperation in sending the material to us. 


Senator Kerauver. Your letter of May 17, 1960, “marked personal 
and confidential,” to Mr. Welch, on the face of it, looks like it might 
be an effort to use some pressure, but I do not know what the situation 
is. Weasked Dr. Lewis to be here also.? 

Please tell Charlie that I have a complete report on his activities before and 
during the time he was going to school in Wisconsin, all of which will be discussed 
with him the next time I have the pleasure of greeting him. The report indi- 
cates that he had many activities outside the field of medicine so I hope you can 
be present when we go over it. 

Apparently Mr. Lewis had been pursuing this matter from the 
very beginning. What is that about? 

Mr. Lorynp. I will be very happy to tell you. I hope that your 
records show that I was so concerned about the statement of Dr. 
Weilerstein, that I personally interviewed the two individuals in- 
volved, and I personally met with the entire staff in Washington, 
D.C., to discuss this subject. And I think one of the letters that Mr. 
Dixon read from Dr. Weilerstein said that he was satisfied that the 
information, or the situation was cleared up to the satisfaction of all 
concerned, because we could not verify the statements of Dr. Weiler- 
stein, and if we had been able to verify them, both men would be dis- 
charged promptly. 

Now, in this discussion we had with Food and Drug, with the staff 
there, in my presence, I asked Charlie Lewis about his educational 
background, where he went to school, what school he went to, and 
Charlie said, “Incidentally, I know one of your men who went to 





1A letter from the Food and Drug Administration enclosing a statement by Dr. Lewis 
May be found on p. 16495. 
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school at the same time I did, was raised in the same town I was raised 
in.” And so I sent greetings to our man from Charlie Lewis. And 
the man wrote back a very complimentary letter about Dr. Lewis, 
how he worked his way through school. He was a fine looking, excel- 
lent athlete. He was admired by all the coeds in the high school. 
And when he went to college, he had the same standing. is repu- 
tation was above reproach. He was quite a ladies’ man. And I was 
going to have a little fun with Charlie Lewis when I saw him next 
time. The fact of the matter is I kidded him about it this morning, or 
today, noon, when I met him in the room. 

Senator Kerauver. Wasn’t that an unusual time to be having a little 
fun with him, when he was after you about pursuing this matter? 

Mr. Loynp. He wasn’t after me. 

Senator Kerauver. He wrote the original letter to you, and he had 
pursued it, as the correspondence shows. He initiated it from Wash- 
ington, and he wouldn’t let it drop. He kept at it. 

Mr. Loynp. I insisted that I have the names. It was my insistence 
that we have the names. 

Senator Keravuver (reading) : 

The report indicates that he had many activities outside the field of medicine 
so I hope you can be present when we go over it. 

Mr. Loynp. Well, would you like to have a copy of the letter I got 
from our salesman covering the activities that Charlie Lewis had? I 
think it is still in my file. 

Senator Kerauver. If it is just a letter, why did you say “report”? 
Mic, Loynp. Well, what is the difference between a report and a 

etter ? 

Senator Kerauver. What I am trying to get at is whether Dr. Lewis 
might think that you had gone back and investigated his activities 
in Wisconsin, and had found something on him, and you were trying 
to hold it over his head. 

Mr. Loynp. That is ridiculous, Senator. Absolutely ridiculous. 

seamen Keravuver. How did Dr. Lewis know what you were shoot- 
ing at? 

Mr. Loynp. Because I told him what I was shooting at. 

Senator Kerauver. You told him after that time? 

ao Loynpo. Well, I did not have anything to kid him about until 
then. 

Senator Kerauver. You did not tell him until after the files had 
been returned to you. 

Mr. Loynp. If you would like a copy of the letter, I am sure I have 
it in my files, and if I do, I will send it to you. 

Senator Kerauver. That is a letter from somebody to you. This is 
a letter from you to Dr. Welch. 

Mr. Lornp. No, Dr. Lewis —no, Dr. Welch is right. 

Senator Kreravuver. Why do you mark personal and confidential 
your letter to Dr. Welch? 

; Mr. Loynp. That means that nobody but Dr. Welch should open the 
etter. 

Senator Kreravver. If it is just a casual matter about business, why 
would you want nobody but him to open it and look at it ? 

Mr. Lornp. Because I did not want other people in the Department 
kidding Charlie Lewis. 
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Senator Kerauver. Kidding? 

Mr. Lornp. Kidding, yes, sir. 

Senator Keravver. Of course, if anybody would go back and ex- 
amine all the foolish and sometimes improper things I have done in 
college—and I am sure the same thing would be true of any of us— 
they would find many things that we would rather not have talked 
about 25 or 30 years later, particularly if you were a ladies’ man. 
[Laughter. ] 

Mr. Loynp. I am not, Charlie was. 

Senator Kerauver. Dr. Lewis knew nothing about this correspond- 
ence that you had had with somebody else, and that you were just 
kidding. And if Dr, Welch would take this to Dr. Lewis, Dr. Lewis 
might well think you had something on him. 

Mr. Loynp. No, no. 

Senator Krerauver. Why not? 

Mr. Lornp. Well, as I said, Senator, I’m sure that I have the letter 
in my files. and I will mail it to you, and you can be the judge. 

Senator Keravuver. That was correspondence between you and 
somebody else, about which Dr. Lewis had no information. The first 
information Dr. Lewis would have would be when Dr. Henry Welch 
would come in with this personal and confidential letter, and read 
this paragraph. And if I had been Dr. Lewis, I would have been 
scared to death. 

Mr. Loynp. I don’t think you scare that easily, Senator. 

Senator Keravuver. If I hadn’t been up here in politics for 22 
years and developed a tough hide, I might be scared easily. But let’s 
read it again: “Please tell Charlie” that is, Dr. Lewis “that I have a 
complete report on his activities before and during the time he was 
going to school in Wisconsin, all of which will be discussed with him 
the next time I have the pleasure of greeting him. The report indi- 
cates that he had many activities outside the field of medicine, so I 
hope you”—you, meaning Dr. Welch—‘can be present when we go 
over it.” 

Why do you want him to be present ? 

Mr. Loynp. So that we can have some fun with Charlie Lewis. 
Why don’t you ask Charlie Lewis if he is here what his interpretation 
of the letter is? 

Senator Kerauver. The thing is, though, of course, 2 or 4 months 
afterward Mr. Lewis might have found that you were just joking 
but at this time, if I were in Dr. Lewis’ place and my superior came 
in with this, I wouldn’t know what in the world he was talking about. 
Or else I might know what he was talking about and I might be 
afraid of what he was talking about. But, you see, the followup is 
that Dr. Lewis was very much concerned about the alleged report 
to Dr. Weilerstein concerning these detail men. 

Mr. Lorynp. Dr. Weilerstein ? 

Senator Kerauver. And he seemed to be very much concerned about 
your instructions to your detail men in letters previously, and he is 
persistent on getting the instructions, on doing his duty, after he was 
shown this letter without any explanation that you were just kidding. 
The next thing we see is that Dr. Lewis says he has no comment to 
offer. And then the whole package of instructions, without Food and 
Drug having made a copy, were returned to you. 
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Mr. Lornp. I can’t see any connection whatsoever, and I will re- 
peat again that in the conversation which we had before the entire 
group, not only just Charlie Lewis and Dr. Welch but the other mem- 

ers of his group, I was kidding Charlie about his background and 
his early childhood days and his high school days and kidding him 
about his good looks and how he got along, and he mentioned the fact 
that he went to school with one of our medical service men. I said, 
“Fine, Charlie, I will write and get some information about your 
social activities, and I hope that when I see you next time that we can 
sit down and talk about them.” 

Senator Kerauver. There are two difficulties about this, Mr. Loynd. 
In the first place, Dr. Lewis was in a very sensitive position. He was 
going after you, trying to—— 

Mr. Loynp. He was not going after me. 

Senator Kerauver. He was trying to get information. In the sec- 
ond place, he had no information that you were just kidding him 
about it, or that you just intended to kid him. 

Mr. Lornp. He certainly did. 

Senator Krerauver. I mean at the time this letter was sent to Dr. 
Welch. And the third circumstance is that he may not have felt that 
“i were just kidding because after having been so persistent, he said 
1e had no comments to offer, and the material was sent back to you. 
I just say that even though you were kidding, this wasn’t any time 
to be joking with a man who was looking into this matter. 

Mr. Loynp. You don’t believe in having a sense of humor at all, 
Senator ? 

Senator Kreravver. I believe in having a lot of sense of humor, Mr. 
Loynd, but I believe if you are pulling a joke on somebody when he 
is looking into something that you are interested in, there ought to be 
some indication that it was a joke. 

Mr. Lornp. Well, should I put “joke” on the head of the letter here? 

Senator Keravver. You see the whole purport of this looks a little 
bit impressive : “personal and confidential.” 

Mr. Lornp. “Personal and confidential” means—— 

Senator Kerauver. You want Dr. Welch to be there, as if there is 
some very serious matter that you are going to take up with him. 

Mr. Loynp. Where do I say any serious matter, Senator ? 

Senator Krrauver. I say, as if it were some serious matter. 

Mr. Loyrnp. I still would like to have—Dr. Lewis is here—to ask 
him if at any time that there was anything that I tried to use to in- 
fluence him about any decision that he might make regardless of 
circumstance. 

Senator Keravuver. The point is that Dr. Lewis is an outstanding 
man of high character, but I was just questioning frankly the pro- 
priety of this sort of thing, Mr. Loynd. 

Mr. Loynp. Well, Senator, you are entitled to your opinion. I 
don’t agree. I think if I want to write anybody anything there is no 
secret about it. Itisinthe file. And if I have a little fun with him I 
don’t see anything wrong with it. 

Senator Krravver. The thing is, you see, you are not going to let 
Dr. Lewis know that it is just fun until after he had finished his action 
on these reports. 


Mr. Lornp. I don’t think there is any relation between that at all. 
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Senator Kerauver. Maybe not. 

Mr. Lornp. I can assure you, as far as I am concerned, there was not. 

Senator Kerauver. You see, this was to a man, Dr. Welch, who had 
profited very considerably by payments made by your company 
through the advertising agency. All the communications show that 
Dr. Welch was on very close, friendly terms with you. 

Mr. Lornp. That is correct. What is wrong with that, Senator? 

Senator Kerauver. I was just saying that that is another circum- 
stance that might make Dr. Lewis feel that you really had something 
on him. 

Mr. Loynp. Senator, with all due respect to you, it is absolutely 
absurd and ridiculous to assume that I had anything on Dr. Lewis that 
I would use to influence him, and even if I did, knowing Dr. Lewis, 
nobody could influence him against his own good judgment and medi- 
cal background. He hasa reputation in that field, in that department, 
which is second to none. 

Senator Kerauver. I have no doubt about Dr. Lewis’ high integrity 
and ability. I just say that if this is a joke it was an untimely joke, 
a poor time to be pulling a joke on a Federal official. I think that 
jokes of this kind ought to be pulled when there is no question of an 
investigation of your activities. It just seems to me that way. 

Allright; let’s proceed. 

Then the question is: What were the instructions to the detail men? 

Mr. Drxon. As was pointed out in the exhibit 104-0, it stated that 
Dr. Lewis was shown the detailed instructions and made no comment, 
that the material was being returned, and that no copy was being 
made by the agency. At the time the material was still there, either 
fortunately or unfortunately, we had staff members at the agency who 
saw them. We made a copy. We have them. And althongit the 
agency doesn’t have a copy—— 

Mr. Loynp. Copy of what, Mr. Dixon ? 

Mr. Drxon. Of the instructions from you. 

Mr. Loynp. Oh, pardon me. 

Mr. Drxon. You sent this material in? The agency returned them 
to you as you had requested ? 

Mr. Loynp. Yes. 

Mr. Drxon. They said quite succinctly they didn’t make a copy 
but that it had all been shown to this subcommittee’s staff. If the 
agency was really interested in it, I wonder why they didn’t keep a 
copy. But that is just a thought of my own. We do have them here. 
Now we want to go over them. 

Senator Kerauver. Suppose we make them all one exhibit ? 

Mr. Drxon. Make it exhibit 105. 

(Exhibit No. 105 may be found on p. 15962.) 

ee Keravuver. I am sure you have a copy of the documents 
with you. 

Mr. Lornp. No, sir; I don’t have a copy with me. 

Senator Kerauver. We gave you a copy. 

Mr. Loynp. We may have one, but I know what was said. 

Senator Keravver. I think you were given acopy. 

All right, let’s try to go over just the high points. 

Mr. Drxon. I will try, Mr. Chairman. 
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Senator Kerauver. They will all be made a part of the record as 
exhibit 105. Anyway, these are what the staff found at Food and Drug 
and made a copy of Coders they were returned to you. 

Before we get to that, you seem to be anxious to get these documents 
back for the reason that there was only one copy and you kept them 
in your own drawer in your own office. It seems to me that there 
would be many copies around of instructions to detail men. 

Mr. Lornp. Senator Kefauver, this covered everything going back 
to 1949, and certainly you or your staff know that in any organization 
you don’t keep files on all subjects for 11 years because if you did you 
would have to build some enormous warehouse. This came from every- 
thing we had absolutely without exception and mailed down to them so 
that they would have all facts, all letters, all instructions without 
exception. 

From my file, and there is nothing taken out, there is nothing added, 
and you wouldn’t expect to have fifes on everything that was written, 
I repeat, in a commercial organization anyway, for a period of 11 
years. 

(At this point, Senator Wiley entered the hearing room.) 

Senator Keravuver. All right. They don’t take up very much room. 

Mr. Loynp. If we had all the people in our department keep every- 
thing that was sent in and everything that was written, and for 11 
years, we couldn’t afford to hire the space for the files to go into. 

Senator Keravuver. I don’t want to argue the point with you. They 
are just about a half inch thick and I just wondered why there was 
only onecopy. But, anyway, that is not important. 

Mr. Drxon. As I start to read these, Mr. Chairman, I remind you 
that in exhibit 104-F, Dr. Weston stated, and stated more than once 
in al] that correspondence, that he was sure— 
from what I have seen of the official directives to our sales force from our main 
office in Detroit that the statements you report in your letter are not made as a 
result of any directive from our main office. 

Now let’s examine the directives from the main office, keeping in 
mind that of these directives, at least the first one I am looking at 
was signed by you, Mr. Loynd. I won’t read it all. In the instruc- 
tion dated March 12, 1952, signed by you, in the fourth paragraph 
this sentence is found: 


Clinical investigation of the effects of chloromycetin on body cells and func- 
tions is continuing and several additional studies were recently initiated, but, 
to repeat, up to this date we cannot find any facts that will indicate that 
chloromycetin causes aplastic anemia or agranulocytosis. 

In the chronology of Food and Drug, which was sent to us and 
which should be put in the record at this point 

Senator Keravuver. Let it be put in the record. 

Mr. Loynp. Before you put it in the record, I would like you to 
read the entire letter. Don’t take one paragraph out of any letter 
that I wrote. 

Mr. Dixon. The entire letter? 

Mr. Loynp. The entire letter. 

Senator Keravuver. This is not a letter. This is a directive. 

Mr. Loynp. It is a directive, then. Read the entire directive. 

Senator Kerauver. We don’t mind reading the entire directive. 

















ne 








ee 








ADMINISTERED PRICES 14065 


Mr. Loynp. I don’t want to leave any false impressions, Senator, 
that I am trying to dodge an issue. I know what I wrote. I know 
the purpose of the directive, and we have insisted from the time we 
introduced the drug it should only be promoted where it is indicated 
and under the directions from the executive staff in Detroit. 

Senator Wier. That was 8 years ago; wasn’t it? 

Mr. Loynp. Yes, sir. We repeated it three or four times since that 
time. 

Senator Wier. A lot of water has gone over the dam since 
then. 

Senator Kerauver. The chronology of the Food and Drug Admin- 
istration will follow as exhibit 106. 

(Exhibit No. 106 may be found on p. 15978.) 

Mr. Dixon. No. 7, in that chronology states— 

1950—a few reports published concerning the role of chloramphenicol as an 
etologic agent in the development of certain blood dyscrasias. 


Since these were published reports, you must have been aware of 
them. 


Moreover, in the new and nonofficial remedies issue of 1951, published by 
the Council on Drugs of the American Medical Association, this is stated: 
“Changes in the peripheral blood or the blood-forming organs have been re- 
ported during the use of chloramphenicol.” 

Also, an editorial which appeared in the Journal of the American 
Medical Association, dated June 28, 1952, refers to: 


Additional reports of the facts of chloramphenicol on the blood and bone 
matter. 


Now these reports must have been made several months earlier, be- 
cause the editorial goes on to say: 


A second and more serious type reaction that has been encountered is produc- 
tion of a true aplastic anemia. 

Now, Mr. Loynd, in view of 

Mr. McGrecor. Are you reading the letter, Mr. Dixon ? 

Mr. Dixon. No, Sir. I am making reference to the Journal of the 
American Medical Association, to the new and nonofficial remedies 
issue of 1951. 

Mr. Loynp. Are we ona different subject now ? 

Mr. Dixon. We are not. 

Mr. Lorn. We were talking about instructions f6 sales people. 

Mr. Drxon. That is right. Your instruction, and I will read it 
again for you 

Mr. Loynp. Is this my letter? 

Mr. Dixon. That is your letter now. 

Senator Kerauver. If he wants the whole letter read, we will 
read it. 

Mr. Lorynpv. No; I want to know from what you are reading. Did I 
sign this document you are reading ? 

Mr. Drxon. Iam reading from articles—— 

Mr. Loynp. Did I sign the document you are reading from ? 

Mr. Dixon. No, sir; you did not. These are public documents. 

Mr. Loynp. Go right ahead then. 

Senator Kerauver. Do you want this whole document read ? 

Mr. Loynp. No, sir; Ido not. Not if I did not write it. 
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Senator Witey. What is the date of this you are reading from ? 
Mr. Drxon. March 12, 1952. This is the first document of exhibit 
105, and in it there appears this sentence: 


Clinical investigation of the effects of chloromycetin on body cells and func- 
tions is continuing and several additional studies were recently initiated, but, 
to repeat, up to this date we cannot find any facts that will indicate that chloro- 
mycetin causes aplastic anemia, or agranulocytosis. 

I cited to you three sources indicating that such studies had been 
made. Yet, over your signature to your detail men, there was that 
statement. How do you explain that, sir? 

Mr. Loynp. Would you read the closing paragraph, please? 

Mr. Drxon. Allright. 


The primary concern of Parke, Davis & Co. has always been and always will 
be to develop and sell only drugs which will protect or promote health and to 


advance the cause of medicine. We are continuing to adhere rigidly to those 
precepts. 


But your statement was, and you said it in that previous sen- 
tence—— 


Senator Krravuver. That is clear. Let’s see if Mr. Loynd has any 
statement he wants to make. 
Mr. Lornp. None. 


Senator Krerauver. Were not your people and your medical staff 
familiar with these studies in 1950 and 1951 from the Journal of the 
American Medical Association, and the new and unofficial remedies 
of the American Medical Association, all of which appeared before 
you made this statement, that they were finding certain blood 
dyscrasias ? 

Mr. Loynp. Senator, I think I read a statement this morning, and 
said I would stand on the statement, of blood dyscrasias, and 
I still repeat I will stand on the statement I made this morning. If 
we want to go to individual reports and opinions, I would like to have 
an ot to study them, and go into the background. But I 
cannot offhand say back in 1952 somebody published their opinion in 
a journal that has any effect on the policy or promotion of Chloro- 
mycetin by Parke, Davis & Co. 

Senator Krerauver. You have a fine medical department at Parke, 
Davis. I know that, and I am sure that they must keep in close touch 
with the new and nonofficial remedies of the American Medical Asso- 
ciation, published BY the council on drugs. They must keep in touch 
with the Journal of the American Medical Association and they must 
have looked at these studies. 


Are the instructions to the detail men checked by your medical de- 
partment before they are sent out ? 

Mr. Lornp. Are the instructions to the detail men—what subject? 

Senator Keravuver. On the subject of whether there had been any 
blood dyscrasias or not. 

Mr. Lornp. Certainly they are—any medical subject. 

Senator Keravver. Allright. If you have anything to add to your 
answer on this, we will give you a chance to do so. 

Mr. Lornp. I have nothing to add, sir. 

Senator Keravver. If you want to look it over when you get back— 
if you have anything to add. 
r. Loynp. Thank you. 
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Mr. Drxon. I now skip, Mr. Chairman, in exhibit 105, to president’s 
letter No. 4, dated August 12, 1952, signed by the president, Mr. 
Loynd. The first paragraph in that letter is as follows: 

Chloromycetin has been officially cleared by the FDA and the National Re- 
search Council with no restrictions on the number or the range of diseases for 
which Chloromycetin may be administered. 

That is your underlining under the words “no restrictions” ? 

Mr. Loynp. That is correct. 

Mr. Dixon. Now, recommendation No. 2—— 

Senator Wize. That is August 12, is it not? 

Mr. Drxon. That is right, sir, 1952. The ad hoc committee had 
issued its recommendation to Food and Drug on August 7. Its meet- 
ing had been held on August 6. Recommendation No. 2 of the Re- 
search Council states, and I quote: 


Although this compilation— 


and the compilation I understand they are talking about concerns 
serious blood dyscrasias associated with the administration of chlor- 
amphenicol—continuing with the quote— 

has thus far been uncommon, it is considered sufficiently important to warrant 
a warning on the label of packages of the drug and in advertisements of the 
drug and the recommendation that chloramphenicol not be used indiscriminately 
or for minor infections. 

Isn’t it obvious that when the National Research Council recom- 
mended that chloramphenicol not be used indiscriminately, or for 
minor infections, that it was in a sense proposing a restriction on the 
number and the range of the diseases for which it was to be used? 

Mr. Loynp. Will you read the paragraph again—No. 1, or I will 
read it for you, if you wish. 

Mr. Dixon. All right. 

Mr. Lornp. It clearly states that— 

Chloromycetin has been officially cleared by the FDA, and National Research 
Council, with no restrictions on the number or the range of diseases— 

“range of diseases.” In other words, it can be recommended for 
typhoid fever. There is no restriction on the range of the diseases. 
There never has been. 

Mr. Dixon. But by your instructions to your detail men on this date, 
you are conveying definitely, at least to me, the impression that it 
should or can be used for all diseases. 

Mr. Lorynp. No, I didn’t say that. 

Mr. Drxon. With no restrictions. 

Mr. Lornp. No restrictions, right, on the range of diseases. 

Senator Keravuver. On the number or range! 

Mr. Loynp. And the range of diseases had already been established 
before. Now, if you read the attachment to this letter, that went out 
at the same time, we discuss and cover indiscriminate use, signed by 
Dr. E. A. Sharp, director of clinical investigation. 

Mr. Dixon. Skipping down in the same document, Mr. Loynd, your 
president’s letter No. 4, point No. 3 you make there, beginning with 
the word—— 

Mr. Lornp. Are you satisfied with No. 1, Mr. Dixon? 

Mr. Dixon. I understand your answer, sir. 

Mr. Loynp. Thank you. 
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Mr. Dixon. The latter part of point No.3 reads: 


Thus, Chloromycetin has successfully passed three intensive investigations: 
originally by Parke, Davis & Co., next by officers of the Food and Drug Admin- 
istration, then by a special committee of authorities in the fields of hematology 
and chemotherapy appointed by the National Research Council. 


What did you mean when you said that the drug has successfully 
passed three intensive investigations ? 

Mr. Loyrnp. Just what it says there. 

Senator Kurauver. The point is, Mr. Loynd, if a detail man told a 
doctor that the drug had successfully passed three investigations by 
Parke, Davis’ own staff, by Food and Drug, and by the experts in the 
National Research Council, then wouldn’t the doctor get the impres- 
sion that it is perfectly all right to use it ? 

Mr. Loynp. Certainly not. All we are doing is stating facts. 

Senator Keravuver. For most any disease, and any amount of the 
drug, with no danger of blood dyscrasia ? 

Mr. Lornp. No, sir. Weare simply stating facts. 

Senator Kerauver. Would you say “successfully passed,” when 
they restricted the use of it to diseases other than minor diseases? 

Mr. Loynp. They didn’t restrict the use of it. 

Senator Keravuver. They urged the restriction. I am talking about 
the National Research Council. 

Mr. Loynp. Yes, sir, I am talking about the Research Council. 

Senator Kerauver. They say that—— 

Mr. Cuumenis. Here is the letter. 

Senator Krrauver. Here is the National Research Council’s letter. 

Senator Witey. In the record—at what page? 

Senator Keravuver. Transcript page 8134, exhibit 79. 

Senator Wizey. That is right. 

Senator Krerauver. Point No. 2 reads: 

Although this complication has thus far been uncommon, it is sufficiently im- 
portant to warrant a warning on the label of packages of the drug and in ad- 


vertisements of the drug and the recommendation that chloramphenicol not be 
used indiscriminately or for minor infections. 


Mr. Loynp. That is exactly what we did. 
Senator Kreravuver. Isn’t that a restriction ? 
Mr. Lornp. Beg your pardon? 
Senator Kerauver. Isn’t that a recommendation for a restriction! 
Mr. Loynp. Let me read what we said here, Senator, once again— 
the statement that Mr. Dixon read—very clearly stated in my opinion: 
Chloromycetin has been officially cleared by the FDA— 
that means Food and Drug Administration— 
and the National Research Council—— 


Mr. Drxon. “With no restrictions.” 
Mr. Loynp. Wait a minute, let me read, Mr. Dixon. I can read— 


with no restrictions on the number or range of diseases. 


Senator Kreravuver. What would you call minor infections? 
Mr. Loynp. We are not talking about minor infections. If you 
want to read in the letter you will find out about it. This is the 


range. If you used it for typhoid fever before this, you can use it for 
typhoid afterward. 
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Senator Kerauver. It seems to me that your underscoring of— 
no restrictions on the number or the range of diseases— 


might well lead anyone to believe it can be used on any number of 
diseases. 

Mr. Lorynp. That is not what it says. 

Senator Kreravuver. It says “on the number.” 

Mr. Loynp. On the number. Typhus is 1, typhoid is 2, certain 
types of urinary infections are 3, and they have not cut down the 
range or number of diseases. 

Senator Kerauver. How about a bad sore throat? 

Mr. Lorynp. We never recommended it for a bad sore throat and do 
not to this day and never intend to. 

Senator Kerauver. Wouldn’t it have been clearer in your instruc- 
tions if you told your detail men just exactly what the National Re- 
search Council said, that they should not use it for minor infections? 

Mr. Loynp.,OK, would you like me to read Dr. Sharps’ letter 
that is attached to this letter covering this entire subject on what 
the National Research Council said ? 

Senator Kerauver. We are just reading what you sent to the detail 
men. 

Mr. Loynp. That is exactly what I am talking about, and I have 
plenty of time. 

I will be glad to read it in detail, if you do not have a copy of it. 
It is sinthel to this letter of mine, giving the medical facts. 

Senator Keravuver. I do not have it here. Any part of it you want 
to read. 

Mr. Loynp. I will be glad to see that you get a copy. 

Senator Kerauver. You can read any part. 

Mr. Loynp. Would you like me to read it all or any part? 

Senator Keravver. Any part you want to read. 

Mr. Lorynp. I will read it in total. 

Senator Keravuver. How long is it? 

Mr. Lorynp. It will take about 15 minutes. Iaminnohurry. I have 
got plenty of time. 

Senator Krrauver. Suppose you pick out the pertinent part of it 
and we will put the whole letter in the record along with this attach- 
ment as exhibit 107. 

(Exhibit No. 107 may be found on p. 15982.) 

Senator Keravver. I thought you said this morning that Dr. Sharp 
had no authority—— 

Mr. Lornp. Asa line officer. 

Senator Kerauver. To permit the—— 

Mr. Loynp. This is information ; this is not direction. 

Senator Keravuver. I see, there isa distinction ? 

Mr. Loynp. A very fine distinction and a very actual one. 

Senator Keravver. All right, read any part of the letter you want, 
but I think we ought to try to move on. 

Mr. Lornp. I do not insist on reading it. I will give it to you so you 
can have it for your files. 

— Keravver. All right, sir, we will make it an exhibit to our 
es, 

Mr. Drxon. Mr. Chairman, I move on to one more point here. 
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In exhibit 105, the director’s letter of September 16-—— 

Senator Keravuver. The director is not Mr. Loynd? 

Mr. Dixon. This is Graydon Walker this time—— 

Mr. Loynp. He is director of sales and promotion, United States, 

Senator Kerauver. Does he have authority to bind the company, 
to speak for the company ? 

Mr. Lornp. On what subject ? 

Senator Kerauver. On instructions to detailmen. 

Mr. Lornp. Yes, sir. 

Senator Kerauver. Very well, we have that settled. 

Mr. Drxon. You will find this statement, sir, in the third paragraph. 

Mr. Cuumerts. Which one are you talking of ? 

Mr. Dixon. September the 16th. 

Mr. Loynp. What year? 

Mr. Dixon. 1952. It is quite obvious that this instruction went 
out after the press release by the Food and Drug Administration of 
August 14, 1952. 

I find this statement in the third paragraph: 

The recent decision reached by the Food and Drug Administration with the 
assistance of the National Research Council and a board of nationally known 
medical experts was undoubtedly the highest compliment ever tendered the 
medical staff of our company. 

When you told your detailmen that this action was a high compli- 
ment, did you take the opportunity there to inform the detailmen 
of the exact nature of this compliment? I don’t find it. 

Mr. Loynp. Mr. Dixon, let me repeat, all the material going to 
our medical service staff in this particular type of promotion, where 
the systemic use of Chloromycetin is talked about, we have printed 
as near as we can estimate at the end of September, last year, 84 
million times the warning that you have requested. 

It would be impossible to take a doctor who has the material sitting 
on his desk all the time, and he gets it probably too often, maybe 
twice a week, calling this particular thing to his attention. 

Mr. Drxon. That is correct. 

Mr. Loynp. The medical service men get it. 

Senator Kreravuver. Mr. Loynd, we can shorten the colloquy. The 
question here is, What impression would be made on a doctor when 
a detailman told him that the decision was “undoubtedly the highest 
compliment ever tendered the medical staff of our company?” Every- 
body knows that you have a great and successful company. You have 
been in business a long time. Wouldn’t the average doctor get the 
impression that this was just a complete clearance? 

Mr. Loynp. Certainly not. 

Senator Kreravuver. “The highest compliment ever tendered.” 


Mr. Loynp. We are not talking about therapeutics in this state- 
ment, Senator. 
Senator Kreravver. You are talking about antibiotics. 
Mr. Loynp. We are not talking about therapeutics, indications or 
anything else. 
enator Kerauver. Wouldn’t it have been a little more informative 
if you had included in your instructions for your detailmen to the 
doctors the words of Commissioner Crawford in describing the lim- 
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itations and the nature of diseases for which it should be used? I 
read from the FDA press release of August 14, 1952: 


The Administration has weighed the value of the drug against its capabilities 
for causing harm and has decided that it should continue to be available for 
careful use by the medical profession in those serious and sometimes fatal 
diseases in which its use is necessary. 

Mr. Loynp. That is the only place we recommend it to this day, 
Senator. We do not recommend Chloromycetin for minor infections. 

Senator Kerauver. I know, but where you say “without restric- 
tion on the number and range” ——— 

Mr. Loynp. “Of diseases.” 

Senator Keravuver. “Of diseases,” you do not say that it should only 
be used in those “serious and sometimes fatal diseases.” 

Mr. Loynp. I am not sure we have not said that. 

Senator Kerauver. I have not seen it. Go ahead, Mr. Dixon. 

Senator Wrtey. In this connection, let me read into the record here 
from page 8136 of the record : 

Charles W. Crawford, Commissioner of Food and Drugs said: 

“The Administration has weighed the value of the drug against its capabil- 
ities for causing harm and has decided that it should continue to be available 
for careful use by the medical profession in those serious and sometimes fatal 
diseases in which its use is necessary.” 

Let me also read the balance of that paragraph from the letter of 
September 16, 1952, which you read: 

The recent decision reached by the Food and Drug Administration with the 
assistance of the National Research Council and a board of nationally known 


medical experts was undoubtedly the highest compliment ever tendered the 
medical staff of our company. 


And this is the balance: 


Considering the publicity which precipitated a decision that action was 
necessary, the easiest way to dispose of the problem would have been to take 
the drug off the market pending further studies, or to drastically limit its use. 
However, when all facts were objectively examined, the only steps deemed ad- 
visable were the precautionary measures with which you are familiar. 

That gives, I think, the complete picture in relation to what seems 
to be a very serious question as to <whtihae or not this drug should be 
subject to use by doctors. 

If the Drug Administration had not made its decision, if the other 
two groups had not made their findings, I could see some justification 
for us ordinary lawyers sitting here to question the judgment. But 
when you get the judgment of the National Research Council, and the 
judgment of the experts of the Parke, Davis & Co., and then the 
officers of the Food and Drug Administration, it seems to me that we 
have pretty near as much expert testimony as we can get, and that we 
are not experts sitting up here. We can’t qualify. There is not a 
doctor on this board except a doctor of philosophy, and what do they 
know about drugs? 

Mr. Drxon. Tender Wiley, we have a report in exhibit 104, the 
statement by Dr. Weilerstein. 

Senator Winey. Let me say, aren’t you doing this? Here you have 
these three sources—Food and Drug Administration, their experts, 
and this last one of the National Research Council—and now you want 
to put in the testimony, I suppose, of some doctor that disagrees? 
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Mr. Drxon. No, sir. What I was trying to point out was this: 
There appears from exhibit 104 that there is an apparent conflict 
between what is being sent to the doctor as written promotional 
material and what the detailman is telling the doctor orally. 

That is what we are looking at. 

Senator Witey. Aren’t you now again attacking the Food and Drug 
Administration? Isn’t it their function to determine certain matters? 

I don’t want to continue this thing until something freezes over, but 
I think we have other business to attend to. If you think it is impor- 
tant to go ahead with these details after you have shown the picture 
here—by three experts—now you want other experts or someone else 
who disagrees—— 

Mr. Drxon. No, sir. These are their own documents. I do not 
propose to pose as any expert. I propose to put the facts in. 

You are quite correct that the Food and Drug Administration was 
before us. We asked the question, if you will recall, did they not have 
within their present authority not only the legal sanction by statute 
but the responsibility to pass upon this type of advertising? At that 
time, they pointed to the Supreme Court decision that said that this 
type of advertising, with the exception of advertising in medical 
journals, was within the labeling provisions of their basic act, but that 
they had not done anything about it. 

We recently saw, issued by the Food and Drug Administration, a 
cent change in that policy. It was published in the Federal 

egister. The witness before us today has said that he never did 
agree, and they have made it quite plain that it was within the 
authority of the Food and Drug Administration to do anything about 
this. So the issue is quite clear. 

I only have one more quotation, sir, to point to on this subject, and 
then I will leave it. 

In exhibit 105, in the letter of November 20 from Mr. Walker—— 

Senator Witey. May I interrupt once more and then I will quit. 

It is your contention that the Food and Drug Administration has 
the authority ? 

Senator Keravuver. Not to supervise detailmen. They have the 
authority to regulate advertisements. 

Senator Witey. I was asking your expert. 

Senator Keravver. All right. 

Senator Wixry. He is the one who spoke before. I want to know 
now whether you contend that it is the function of the Food and Drug 
Administration, if there is error or mistake or mishandling in this 
matter, to take action ? 

Mr. Drxon. Senator Wiley, I had always believed, based upon all 
of the interpretive decisions I had ever read, that they had the au- 
thority and the responsibility. We found out here that they thought 
they had the authority but were not exercising the responsibility. 
We found that out when they appeared before us. 

Recently, apparently to make it perfectly clear that they do have 
the authority, they have proposed to the drug industry and put them 
on notice that they are going to exercise supervision of those statements 
in all direct-mail pieces and promotion, including detailmen, but that 
will only be put into effect if and after, the long, torturous hearings 


which are in front of them that they must hold. Based upon what 
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Mr. Loynd just said here, I assume you are going to oppose it, Mr. 
Loynd? 

Mr. Loynpb. Going to oppose what? 

Mr. Drxon. The proposal in the Federal Register by Mr. 
Flemming. 

Mr. Loynp. I don’t know what was published in the Federal Regis- 
ter by Mr. Flemming. 

Mr. Dixon. You haven’t read it? 

Mr. Lorynp. No, sir. 

Mr. Dixon. So I won’t ask you the question. 

Mr. Lorynp. So I can’t answer whether I will oppose it or not. 

Mr. Dixon. I just thought you, being the president of one of the 
largest drug companies, would certainly be as sufficiently aware of it 
as Tam. 

Mr. Lornp. I don’t know the thoughts of Secretary Flemming and 
I am not supposed to know the thoughts of Secretary Flemming. 

Mr. Drxon. It is going to affect your company. 

Mr. Lornp. If he wants me to know what he is thinking and what 
he is going to publish, he will send me a copy of the article, and at 
that time I will decide whether I will oppose him or whether I will 
agree with him. 

Mr. Dixon. He sent you a copy when he published it in the Federal 
Register. That meets the legal requirements. 

Mr. Loynp. He sent mea copy ? 

Mr. Dixon. He doesn’t have to mail you a copy personally. 

Mr. Lornp. I don’t care whether he mails me a copy. You said he 
sent me a copy and he has not. 

Mr. Drxon. When he put it in the Federal Register 

Mr. Loynp. I am not talking about legal requirements. You said 
hesentmeacopy. He did notsend mea copy. 

Mr. Drxon. Allright. I will only make one more point. 

Senator Wrtey. I think you answered my question in the affirmative 
a half hour ago, and that is that Food and Drug has the authority, and 
they are now proceeding, and so forth. Now, if they are proceeding, 
do you think we should proceed further ? 

Mr. Drxon. We are trying to determine, Senator Wiley, why the 

product Chloromycetin occupies the position it does in that chart on the 
easel, exhibit 12—why, you might say, Parke, Davis has preempted in 
the broad spectrum drug field that share of the market. Was it done 
fairly, unfairly, ornot? Thisis what we are looking at. 
_ Senator Winey. If that is the case, then you have that evidence 
in the record. Why don’t you send it to the Attorney General? It 
is his business to prosecute if there has been any violation of any law 
or statute. It is not our business to prosecute or persecute. 

_ Mr. Drxon. Are the laws today adequate to break up this concentra- 

tion? That isthe subject before us. 

Mr. Loynp. Mr. Dixon, may I answer your question about why 
Chloromycetin has such a large percentage of the total hospital busi- 
ness today? And I can answer it for you. May I answer it for you? 

Senator Keravuver. Mr. Loynd 

Mr. Loynp. Senator, may I answer it for you? 

Senator Keravver. I think it has been answered a dozen times. 
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Senator Wiiey. I don’t think so. I think he should be allowed to 
answer it, because I cannot read charts like that. 5 

Mr. Lorynp. Senator, I will tell you very frankly why. It is not 
only my opinion; it has been stated by our competitors. It has been 
stated be medical people who are qualified to make the statement. 
The only reason Chloromycetin has that share of the market in hos- 
‘ener is because it is more effective against diseases that appear in 

ospitals, more effective against infections that appear in hospitals, 
than any other drug on the market today, bar none. 

Senator Witey. Now that you have brought that up, just one ques- 
tion, because I am beginning to comprehend something here that I was 
not acquainted with. You talk about 47 percent. Have you the total 
volume, then the amount that goes to the hospital, 47 percent of that, 
and then the amount that is sold otherwise, 14 percent of that, then 
if you take that and compare it against the total volume you will find 
whether or not you are in any dominant shape or not. If the hospitals 
want to buy from you, there is no prohibition against it. 

Mr. Loynp. That is correct. 

Senator Kerauver. Allright, Mr. Dixon. You proceed. 

Mr. Dixon. I am only going to touch on one more point. 

The November 20, 1952, instructions from Mr. Walker, contained in 
exhibit 105, addressed to the professional service staff, appears to be 
divided in three parts: The letter itself, a detailed presentation under 
the general heading of “Ideas and Suggestions,” and then an attached 
presentation under the heading of “Suggested Details,” which suggests 
the exact language to be used by the detailman in presenting his 
arguments. 

I turn to one of those arguments as an example. 

Mr. McGrecor. Is another copy of that available, Mr. Dixon ? 

Senator Kerauver. You havea copy. 

Mr. McGrecor. I do not. 

Mr. Drxon. Iam sorry, sir. I received this late Friday. The photo- 
stat room was not open. 

Mr. McGrecor. Is this one you gave to me? 

Mr. Drxon. That is right. 

Mr. McGrecor. I don’t believe so. 

Senator Keravuver. We will see if we can find another copy. 

Mr. McGrecor. Thank you very much. I do not believe this is in 
the material you gave me. 

Mr. Drxon. No, it is not. This is in the detail material. I did not 
give you that. We will send one around to you. 

Mr. McGrecor. Thank you. 

Mr. Drxon. Under this category, you suggest remarks to be made 
to the doctors. You will find this: 

Some physicians are of the opinion that Chloromycetin—— 


Mr. Lorn. Pardon me, Mr. Dixon. Would you mind telling me 
where you are reading from so I can follow it? 

Mr. Drxon. I am reading the wrong one. I will start again. 

The fourth paragraph starts out: 


Chloromycetin is among the important products. 
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The end of that paragraph reads: 


On the other hand, intensive investigation by the Food and Drug Adminis- 
tration, carried on with the assistance of a special Committee of eminent spe- 
cialists appointed by the National Research Council, resulted in unqualified 
sanction of continued use of Chloromycetin for all conditions in which it had 
previously been used. 

Mr. McGrecor. Would you read the next paragraph, Mr. Dixon? 

Mr. Drxon. I will [reads]: 


A sensible caution against indiscriminate use, which we have incorporated 
into our advertising and labeling, is a welcome addition to our literature and 
to the label on Chloromycetin products, and in our opinion would be appropriate 
in those or any potent chemotherapeutic agent. Actually, such caution is an 
assurance that the full benefits of well-tolerated Chloromycetin will be available 
and free from misuse. 


How could it be interpreted, or do you interpret, that what the 
National Research Council and the Food and Drug Administration 
did is an unqualified sanction to do what you have suggested to your 
detailman to say to the doctor? 

Mr. Loynp. | think we went over that half a dozen times, but I will 
repeat it. 

We have promoted Chloromycetin before the National Research 
Council was called in for an ad hoc committee. 

The result of the ad hoc committee—they did not restrict the range 
of diseases, they did not add any, either. And they simply said that 
the following caution must appear. And in the second paragraph, we 
have also said that we agree, and it has been done, and it has been done 
continuously since that time. 

Senator Kerauver. Of course, “unqualified sanction” is a pretty 
strong word. “Unqualified sanction” is a pretty strong endorsement. 

Senator Witey. There is a limitation toit. It says: 

Of continued use of Chloromycetin for all conditions in which it had previously 
been used. 

That is a limitation that was in the other one quoted, too. 

Senator Kerauver. We have had evidence it has been previously 
used in bad colds or sore throats. 

Mr. Loynp. Not with our endorsement, or our suggestion. 

Senator Kerauver. Allright. Let’s get on. 

Mr. Drxon. I want to go very quickly over another series of docu- 
ments which we have selected from the correspondence we examined 
at the Food and Drug Administration. May these be given one num- 
ber, 108, Mr. Chairman ? 

Senator Kerauver. Very well. 

(Exhibit No. 108 may be found on p. 15983.) 

Mr. Cuumpris. What isthe heading on that? 

Mr. Drxon. The first one is dated October 24, 1958. 

_This is a letter, on Parke, Davis stationery, from W. P. Cusick, 
director, to the Department of Health, Education, and Welfare: 

Dear Mr. Jester: Some time ago, a regulation was issued, which prohibited 
the distribution of antibiotics that were outdated to charitable organizations. 

This has resulted in a very difficult situation, since in many instances such 
as with our Chloromycetin products, we know very well that the product is still 
up to label claim. Yet, it is uneconomical for us to consider retesting and re- 


finishing. Such material would be very worth while to underprivileged areas 
throughout the world. 
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A recent case came to my attention where a hospital in this country had a 
group of Sisters in Africa who were in dire need of Chloromycetin Kapseals. 
We had approximately 20 bottles of 100 each with expiration dates ranging 
from February 1955 to December 1957, which I am sure that you will agree were 
of adequate potency to be very effective. Yet under these regulations, I could 
not supply this material and simply had the capsules broken up for recovery of 
the active ingredient. 

I believe that this regulation prohibiting the release of such material should 
be reviewed, and I would appreciate your cooperation. 


The next document in this series is an intra-administrative referral, 
dated October 31, 1958, from Jester to Mr. Stephens. It says: 
: ’ p J 


I seem to recall that you issued a letter re gifts of outdated drugs to charitable 
organizations. What is AD’s present thinking concerning this question? 

We would not object to bona fide gifts of outdated antibiotic preparations to 
charity if the donor has sufficient information concerning the stability of the 
drugs to assure himself that their potency would be satisfactory until they are 
used. This information would not necessarily have to come from his retesting 
of the batches included in the gift shipment but from his overall experience with 
the stability of the drugs. 


I will skip the next one, which is a route slip. Then there appears 
a memo from Mr, Stephens to Mr, Yakowitz, re the distribution of 
outdated antibiotics for use by charitable organizations, and it makes 
reference to the Parke, Davis letter of October 24, 1958: 


As you know, we considered this matter thoroughly sometime ago and arrived 
at the decision set forth in your letter of April 1, 1957, to Cutter Laboratories 
and which is further stated in Mr. Larrick’s letter of October 15, 1957, to Miss 
Susann Sigler (Mrs. Pendleton’s copies are attached). 

The policy set forth in this correspondence was made public in our Federal 
Register statement of November 30, 1957, re disposition of outdated drugs 
(sec. 3.501 of our informal policy statement). 


Following another route slip, there is a note from Stephens to 
Jester: 


We are returning the file on the letter of October 24, 1958, addressed to you 
by Mr. Cusick of Parke, Davis & Co., concerning outdated drugs. 

We are enclosing a copy of our informal statement of policy, Section 3.501— 
Disposition of Outdated Drugs, which we gather was the basis for Mr. Cusick’s 
letter. We believe the policy enunciated in this statement is sound and we would 
not wish to deviate from it. 

We have the impression what Mr. Cusick is really saying is they have data 
that would support an extension of the expiration date. If that is true it would 
seem to us that the way to pursue this matter is through that approach rather 
than to try to make exceptions under the pubished policy statement. 


The next letter is dated December 9, 1958, from Mr. Jester to Mr. 
Cusick: 


Dear Mr. Cusick: We apologize for the delay in replying to your letter of 
October 24, 1958, concerning gifts of outdated chloramphenicol preparations to 
charitable institutions. 

The Administration issued an informal statement of policy concerning this 
subject that appeared in the Federal Register of November 30, 1957, which reads 
as follows: 

“Sec. 3.501 Disposition of outdated drugs. When certification becomes invalid 
because the expiration date is passed, such articles should not be disposed of for 
drug use either through commercial or charitable channels unless the articles 
have been assayed to establish potency and recertified.” 

Since receiving your letter, we have discussed this problem with representa- 
tives of our Bureau of Enforcement and have been informed that there has 
been no change in the policy as that stated above. 

We realize, of course, that it may in certain cases result in the denial of pre- 
sumably safe and efficacious drugs to worthy charitable organizations. How- 
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ever, it is the Administration’s view that such a policy is necessary to insure 
that worthless, or even harmful, drugs are not distributed even though for 
charitable purposes. 

Then a letter from Mr. Stephens to Parke, Davis & Co., dated April 
4, 1960: 

GENTLEMEN: Your letter of March 9 addressed to our Division of Antibiotics 
concerning the residual stock of Steri-Vial 93— 
followed by a number— 


was referred to this office for reply. 

We believe that a drug product should not be distributed, even through charity 
channels, unless the article is as fully satisfactory as a lot intended for com- 
mercial distribution. Since it has been found that lot— 


followed by a number— 


contains defective units, we doubt that the tests described in your letter 
prove that there are no other defective units in the residual stock of this batch. 
Under these circumstances, we cannot endorse the suggestion that this material 
be released for charity use. 

Mr. Drxon. Mr. Loynd, the reason for this correspondence is to get 
into the next subject. You made mention, I believe, in your oral state- 
ment prior to questioning by Senator Kefauver that your company 
had made charitable gifts in the past, and that it was a regular prac- 
tice. 

Is that a fair statement? Do you do that? 

Mr. Loynp. I think that is a fair statement up to now. 

Mr. Dixon. Now, may I ask you this—— 

Senator Kerauver. Wait a minute. I did not understand you. 
Mr. Loynp. I do not know what Mr. Dixon is going to ask next. 
said “up to now.” I do not know what he is going to ask next. 
Senator Wixey. He does not either, but it is coming. 

Mr. Dixon. I have a good idea, Senator. 

Mr. Loynp. I think I know what you are going to ask, but I want 
to be sure before I give the final answer. 

Mr. Dixon. You make these gifts. Isn’t it true, under ordinary tax 
purposes, that you are allowed to make a deduction of the value of 
the gift that you give away ? 

Mr. Loynp. It all depends on who receives the gift. 

Mr. Dixon. If it is an eleemosynary institution ? 

Mr. Lornp. If it is what ? 

Mr. Dixon. A charitable—— 

Mr. Lornp. No, I mean the first type of institution. 

Mr. Drxon. I said “eleemosynary.” That, I think, ordinarily means 
charitable. 

Mr. Loynp. We don’t have those in Utah. That is the reason I 
questioned it. 

Mr. Dixon. If it is charitable? 

Mr. Lorynp. And so recognized by the Government. 

Mr. Dixon. Or recognized by the Government ? 

Mr. Lorynp. Yes. 

Mr. Dixon. Then you can deduct it. Is it not also true that when 
you deduct that as a business expense 

Senator Winey. A little louder, please. 


_ 
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Mr. Loynp. Not asa business expense. 

Mr. Drxon. I said isn’t it true that when you deduct that as a busi- 
ness expense—as an expense, we will say 

Mr. Loynp. Asa donation. 

Mr. Drxon. As a donation, yes—that you are now allowed to place 
the valuation of that deduction on the price that you receive in your 
usual trade? 

Mr. Loynp. Absolutely not. 

Mr. Dixon. What price do you deduct ? 

Mr. Lornp. You know the price that you are allowed to deduct. 
It is spelled out by the Government, the Tax Department of the 
Treasury Department, and you cannot deduct on the basis of your 
invoice price to a customer, and I don’t think it ever happened at 
Parke, Davis & Co. You can deduct according to your cost price, but 
not your invoice price to a customer. 

Mr. Drxon. I don’t know whether your counsel is aware of this or 
not, but I think you are a pretty knowledgable corporation. I am 
going to offer the next exhibit for the record as 109, Mr. Chairman. 

(Exhibit No. 109 may be found on p. 15990.) 

Mr. Loynp. Is this a problem for the Treasury Department? If 
we made a false claim, let them take it up ? 

Senator Keravuver. Mr. Loynd, if you are not familiar with this, 
maybe Mr. McGregor is. 

Mr. Loynp. Iam familiar with it, Senator. 

Senator Keravuver. Prior to March 13, 1958, whenever you gave 
away products for a charitable purpose—as you were, I suppose in- 
tending to do in the case we just read about—although the question 
arose that they were not recent products, and were too old—but prior 
to March 13, 1958, you could charge off the cost of production of 
the product. You could evaluate the expense at the cost of production, 
and charge that off on your income tax. 

Then a change was made in the regulation which is set out in 
correspondence here with Representative Mills, chairman of the House 
Ways and Means Committee, and the Treasury Department. This 
change, I understand, was made by the Treasury over the opposition 
of the Bureau of Internal Revenue. 

It was changed so that you could deduct the fair market value of 
the goods; not the cost; the fair market value; that is, the usual price 
that you sell to wholesalers. 

An example of the effect is given in the case of prednisone, as de- 
scribed in one of my letters. Let’s take Bristol, for instance. I will 
just read from my letter of June 9, 1960, to Mr. Lindsay, General 
Counsel of the Treasury Department. 

Senator Wimry. What date? 

Senator Kerauver. June 9, 1960. 

This does not have any more application to your company than 
to any other, but I thought it is something that ought to be in the 
public domain. It raises quite an interesting point. This is talking 
about the new regulation. I will read the whole paragraph: 

I have discussed this matter up to this point in general terms but my specific 
interest in this problem arose in connection with a problem presented in our 


antitrust hearings on drug prices. It has come to my attention that the cost 
of producing a particular drug (including tableting, packaging, bottling, and 
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labeling expenses) is 1.3 cents per tablet. However, since the price at which 
the company sells the drug in its lowest usual market (i.e. to drug stores) is 
8.3 cents per tablet, it is now possible, as a result of the Treasury ruling, for 
the company to give large amounts of this drug to a national foundation and 
other charitable institutions and deduct a charitable contribution based upon 
this 8.3 cents per tablet. This means the charitable contribution deduction 
allowed will be nearly six times the deduction which previously could have been 
taken. This deduction is more important to the company than the profit that 
wowld be obtained on this tablet after tax. This, of course, means that not 
only is charity encouraged in cases of this type, but actually becomes profitable. 

Then I recite the application to small business; that a large com- 
pany can actually give away products by charging its fair market 
value, and make money by doing so, whereas smaller companies, hav- 
ing to compete and making a lower amount of money, cannot do the 
same thing. 

Were you familiar with this? 

Mr. Loynp. No, Senator, but if you have a formula where we can 
make more money by giving our goods away than we can by selling 
it, I would like to come down and talk to you about it. 

Senator Keravver. This is your formula. 

Mr. Loynp. I would be very much interested. 

Senator Kreravuver. So let’s take it in connection with your particu- 
lar case here. 

Mr. Loynp. It would save us a lot of work and a lot of trouble. 

Senator Kerauver. We are not going to fuss about your cost of 
production. We figured it at one and a half cents a tablet; you 
figured it above that. 

Senator Wier. I am interested in that item because once before, 
when I attended one of these hearings, you fellows went all wrong 
on that. You did not add in salesmanship, advertising or other things 
like that, which is part of the costs of producing the commodity. 

I would like to know, before we accept the figure of “1.5” as the 
cost of the pill, I want to know what your figures are, and I think 
they should be put into the record. 

Senator Kerauver. We put them into the record yesterday, Senator 
Wiley, during the hearings, and Bristol did not object. 

Let’s take Bristol, for instance. 

Bristol’s cost of production, including royalty, was about 5 cents a 
capsule. Their overall balanced average price was about 25 cents a 
capsule, which leaves a margin of 20 cents. 

Under the old regulation of the Internal Revenue Act, if Bristol 
contributed to charitable organizations, they could deduct 5 cents, 
assuming that was their cost of production. Under the new ruling 
which we have just referred to, they can deduct 25 cents, or an addi- 
tional 20 cents. 

If they pay half of this 20 cents on their income tax, that would 
leave them a net profit on what they gave away of 10 cents a tablet. 
In your case you had some outdated material to give away—— 

Mr. Lornp. I beg your pardon, what did we do? 

Senator Kerauver. You had some outdated material to give away. 

Mr. Loynp. You didn’t say we gave it away, though. 

Senator Kerauver. No, I say that you wanted to give away. Pre- 
sumably you could not sell this material on the regular market. 
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If you had given it away, you would have been entitled to charge 
at least your wholesale price, what you regularly sell the material 
for, which you said is about 25 cents, which would have enabled you to 
make money where giving products away, under this new Treasury 
rule. 

Mr. Loynp. Senator, I have taken all the mathematics they gave 
at the university from country arithmetic to spherical geometry, 
calculus, physics, and everything else, and I have never seen a formula 
yet where you can give away goods and make money. 

And if you have one, I would certainly like to come down and take 
some of your time to show me how to do it, if you will guarantee that 
it is legally sound and in keeping with good, sound American prin- 
ciples. 

Timed Keravver. This is not our formula. It is the formula 
developed by the Treasury Department over, I understand, the pro- 
tests of the Internal Revenue Service. 

I bring it out here because we find an increasing amount of medi- 
cines being given away, which is all right, but what I am thinking 
about is that you should not give them away if you are going to make 
a profiton them. That is possible under this new formula, and would 
adversely affect small competitors. 

Senator Wizey. There is another instance of trying to educate the 
Internal Revenue. 

It is up to them, it is their business, if someone is not playing the 
game square in making out their tax return. 

Senator Krravuver. They objected to it. This was a Treasury 
decision, but small companies cannot take advantage of it. 

Do you follow my mathematics on it? 

Mr. Loynp. No, sir, I do not, Senator. Thanks for the idea. I 
am going back and try to work it out. But I am sure, and without 
reservation, that you can check our books, that we meet all legal 
requirements, we work no shenanigans—that is an old Utah term— 
to try to pick up a few bucks on a deal that we make around the 
corner, not on the face economically sound. 

Senator Kerauver. Is Mr. McGregor familiar with this Internal 
Revenue service policy ? 

Mr. McGrecor. No, sir; I am not. 

Senator Keravuver. Your offer to give drugs away came shortly 
after the new Internal Revenue policy was put into effect. I just 
wondered whether you had any familiarity with it or had been asked 
about an opinion about it. 

Mr. McGrecor. No, I have not. Maybe we are delinquent in this 
field. This is news to me. However, I am not a tax expert and I 
make no pretensions to be. 

Senator Kerauver. Who is your man Mr. Kusick ? 

Mr. McGrecor. Mr. Kusick is head of our quality control depart- 
ment. He doesn’t know—well, I shouldn’t say he doesn’t know any- 
thing about taxes, but he is definitely not a tax expert. He is a 
scientist. 

Senator Kerravver. He wouldn’t know as much as you know 
about it. 


ADMINISTERED PRICES 











ADMINISTERED PRICES 14081 


Mr. Cuumpris. Mr. Chairman, may I ask a question on that point 
you just raised ? 

Did I understand you to say that these medicines are given away, 
you operate only on the gross profit—you just take the cost of 
production into consideration ? 

Senator Kerauver. The old rule used to be—— 

Mr. Cuumprts. Five percent of gross profit, and now it is 25 per- 
cent, as I understand. 

Senator Kerauver. No. The old rule used to be, before the change 
on March 13, 1958, that when a company gave something away for 
charity, it could charge off on its income tax the value based upon 
the cost of production, or the replacement cost of the goods, which 
would be the cost of production. On prednisone, it could buy it in 
pills for a cent and a half a pill. But the new rule—— 

Mr. Cuumpris. Of course that wasn’t the figure that Schering 
gave. They said it cost them 22 percent to produce their drugs. 

Senator Kerauver. Let’s just use a hypothetical case. 

Mr. Cuumpris. And the average is 32 percent for all drug 
manufacturers. 

Senator Keravver. Mr. Chumbris, let’s just use a hypothetical case. 
We will talk about company A. The old rule was the replacement cost 
of the goods, which is equivalent to the cost of production. If the cost 
of production of the product A company is making is 5 cents a tablet, 
and they gave it away, under the old rule they could charge off 5 
cents. Under the new rule, they charge it off at whatever they are 
normally selling it for on the market, and their usual price, let’s say, 
in company A, would be 25 cents. So that the difference between 
their cost of production of 5 cents, and what they can charge it off 
at, 25 cents, would be 20 cents. They would have to pay approximatel 
half of that to the Internal Revenue on their corporate tax, whic 
would leave them about 10 cents profit that they would make on this 
transaction we are assuming. I think this is very questionable, and 
that is the reason I had this correspondence. It is all set out in the 
correspondence. 

I thought sometime during this hearing we ought to get this cor- 
respondence in the record. 

The Internal Revenue Service, I understand, thought this policy 
was questionable also. 

Mr. Kirrrizr. Now you have not made any use of this change in 
regulation in the past. 

_ Mr. McGrecor. I cannot honestly say that I have any knowledge 
in this field, Mr. Kittrie. 

Mr. Kirrrte. Since the matter was called to your attention by the 
subcommittee, you will certainly proceed to do so if it is legal for 
you to doso. 

Mr. McGrecor. We may. But it seems like a kind of phony to me, 
and I would be quite reluctant to spend our time that way, when we 
can devote it to more constructive purposeful uses. 

Mr. Lorynp. Or to put it anyother way, we are not going out and 
start a campaign to see how much we can give away in order to make 
money asa result of gifts. 

Senator Keravver. Mr. Loynd, and Mr. McGregor, would you check 
with your tax experts and see what practice you have been following 
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in connection with what you have been charging off on your income 
tax before this regulation went into effect, and what practice you are 
following now, and furnish that material to us? 

Mr. Loynp. No, I have no objection. I would be glad to. 

Senator Kerravuver. All right. Apparently neither of you are 
familiar with that. 

All right, let’s proceed. 

Mr. Dixon. Mr. Chairman, I only want to make reference to the 
next point very quickly, and ask that it be made part of the record. 
I asked Mr. Loynd about his interest in the company’s products when 
they reached the retail trade, and he had replied, and I said that I 
thought that I had a recollection of a recent case on that point in 
the District of Columbia. Mr. Chairman, there was such a case. It 

yas decided by the Supreme Court on February 29, 1960, and is 
entitled “United States against Parke, Davis & Co.” I ask that that 
decision be made a part of the record, and piven exhibit No. 110. 

Senator Kuravuver. It is a long decision? Can we make the sylla- 
bus a part of the record ? 

Mr. McGroecor. It is quite a long decision, and there is a wonderful 
dissenting opinion which should be there. 

Senator Wixey. Has it been decided ? 

Mr. Dixon. It was decided, sir. 

Senator Kerauver. We will leave it to you. Do you want the whole 
thing put in the fecord ? 

Mr. Loynp. Put the whole thing in the record, sure. 

Mr. McGrecor. Specially the dissenting opinion. 

Senator Krerauver. Who was the dissenter ? 

Mr. McGrecor. Justice Harlan wrote the opinion, and I thought 
he did a very fine job. 

Senator Krerauver. You mean in writing the dissenting opinion? 
Mr. McGrecor. Yes. I am really trying to make a pleasantry. 
Senator Witry. What did they decide? 

Mr. Dixon. The syllabus is very short. I will read it. 

Senator Keravuver. Let it be made an exhibit. 

Mr. Drxon. No. 110. 

(Exhibit No. 110, may be found on p. 16002.) 

Mr. Drxon. The syllabus is as follows: 


In a civil suit under § 4 of the Sherman Act charging appellee with combining 
and conspiring to maintain resale prices of its products in areas which have no 
“fair trade” laws, the Government introduced evidence showing that appellee 
had (1) announced a policy of refusing to deal with retailers who failed to 
observe appellee’s suggested minimum resale prices or who advertised discount 
prices on appellee’s products, (2) discontinued direct sales to those retailers who 
failed to abide by the announced policy, (3) induced wholesale distributors to 
stop selling appellee’s products to the offending retailers, (4) secured unanimous 
adherence by informing a number of the retailers that if each of them would 
adhere to the announced policy one of their principal competitors would also do 
so, and (5) permitted the retailers to resume purchasing its products after they 
had indicated willingness to observe the policy. The evidence further established 
that appellee had terminated these practices after becoming aware that the De- 
partment of Justice had begun an investigation of its price maintenance activities. 
The District Court dismissed the complaint on the ground that the Government 
had not shown a right to relief. Held: The judgment is reversed and the case 
remanded with directions to enter an appropriate judgment enjoining appellee 
from further violations of the Sherman Act, unless it elects to submit evidence 
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in defense and refutes the Government’s right to injunctive relief established 
by the present record. Pp. 30-49. 7 ; 

(a) The District Court erred in holding that these practices constituted only 
unilateral action by appellee in selecting its customers, as permitted by United 
States v. Colgate & Co. 250 U.S. 300. Appellee did not merely announce its 
policy and then decline to have further dealings with retailers who failed to 
abide by it, but, by utilizing wholesalers and other retailers, it actively induced 
unwilling retailers to comply with the policy. The resulting concerted action 
to maintain the resale prices constituted a conspiracy or combination in viola- 
tion of the Sherman Act, although it was not based on any contract, express or 
implied. Pp. 36-47. 

(b) Rule 52 of the Federal Rules of Civil Procedure does not require affirmance 
of the District Court’s ultimate finding that respondent did not violate the 
Sherman Act, because that conclusion was based on an erroneous interpretation 
of the law. Pp. 48-45. 

(c) The District Court’s alternative holding that dismissal of the complaint 
was warranted because there was not reasonable probability that appellee would 
resume its attempts to maintain resale prices is erroneous, because it is not 
supported by the evidence. 

Senator Kerauver. Allright. That is now in the record. 

Senator Wizey. That has nothing to do with the quality of the drug, 
oranything else. It is a question of fixing prices. 

Mr. Dixon. That is right, sir. I had to ask the question, so we 
could get that in the record. 

Senator Kerauver. Allright. What else? 

Mr. Drxon. I have one other subject, Mr. Chairman. We subpenaed, 
if you recall, from Parke, Davis & Co., certain documents. Among 
them were their foreign license agreements. There has been deleted 
from each one of these license agreements the actual royalty rate, 
so that there can be no disclosure as to differences, if there are differ- 
ences, among the various licensees. 

_ Senator Kerauver. We have followed the practice of putting them 
in the record, so make these exhibit 111. 

(Exhibit No. 111 may be found beginning on p. 16031.) 

Senator Krrauver. Let the individual agreements be given letters, 
A, B, C, and so on. 

There is also a staff analysis of the license agreements, which we 
can make exhibit 112. 

(Exhibit No. 112 may be found on p. 16251.) 

Senator Kreravuver. Let’s furnish Mr. McGregor and Mr. Loynd a 
copy of the staff analysis. 

If you have any comment to make or exceptions to take, you may do 
so, and it will be made a part of the record, also. 

Mr. Drxon. I have one other thing to offer for the record, Mr. 
Chairman. 

Senator Keravuver. Exhibit 113 should be the foreign prices of 
Parke, Davis. 
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ADMINISTERED PRICES 


PRICES IN UNITED STATES AND FOREIGN COUNTRIES 
Chloromycetin—Parke, Davis 


[Price to druggist, 250 mg. 16’s] 





Country of sale Trade name Manufacturer | Country of Price to 
manufacture druggist 
cata Chloromycetin United States__......- 1 $2.19 
United Kingdom...._.-|...-. do Ts ciiinccnecnncas 12.67 
WR Sccncnncccccenudtscaae do United States and 12.98 
Italy.2 
RE es cic ncaeasubscesd WD in cnisesecra ued ane RO stain Soc cece TR nieiakasanasn 13.03 
Moe atten ately wehadete Wari Saiatcuccnctese ate Si giina adenine United States and 13.03 


England.? 





dices United States ?_.....-- 13.21 
DNR iccnccacanacvlcdnad NNASs cncduncsindihencsaicl cin oueaaks ded altbepaliiealnanentas Na chasiemeibecdscuibaacts 13.36 
a a do Pia diciataieiiniendead 43.42 
Australia sapogaae SS 3.71 
Italy.... aces OE icicahanencxasishate ancl 53.90 
in ninndccnncmacsebmewiie do IE: ccannndensaan 14.27 
NING odie 5 carte charael mgstics do United States__....... 14.69 
BS iid ciecsan celenaiadl Ds iocicdsdslecg pons acasarke alias hasan ceien eck etselicibisaeiadar sn ensctbiicn encanta 15.05 
United States - ain BS i oe oem Wie ccna ccaeceasl 5. 10 
ic atiio Winn ceveidselia deuce Mino cnisab stn nu lombumiascdeataakweniacwan Sifu onntbaseeudun 5. 61 





1 Calculated from price for 12. 
2 Bulk only. 


3 All processing except final packaging is done in United States; final packaging done in Belgium. 
4 Calculated from price for 100. 
5 Calculated from price for 10. 


Source of data: United States: American Druggist Blue Book, 1959-60. Foreign: Prices collected by 
Department of State from American embassies abroad for the subcommittee in the spring of 1959. 


Senator Wirey. What is this, the price per pill? 

Senator Krrauver. This is the price to the druggist for 16 pills, 
250 milligrams. 

Mr. Loynd, do you ship in package form? It shows here, according 
to information we have, that you ship in packaged form from your 
plant in Michigan to Panama and Venezuela. 

Mr. Loynp. [ beg your pardon? 

Senator Krrauver. I say it shows in the information which you 
submitted to us, and which will be made exhibit 114, that you ship 
in packaged form from your Michigan plant to Panama and Vene- 
zuela. 

Mr. Lornp. That is correct. 
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ParRKE, Davis & Co. 


Locations at which various steps of Chloramphenicol manufacturing process are 
performed (response to Kefauver subcommittee request of Aug. 5, 1960) 














Country in which sold Intermediate Conversion to | Encapsulation | Final packaging 
form ! chloramphenicol 
I aca ae ocak England.-...--..| Australia........ Australia_....--.- Australia. 
BONS. odin dccinoascccascasasdeeurd TO ss sxnaocee England-......-| England-.-.......| England. 
Belgium Michigan. -....--| Michigan......-.| Brussels. 
TRE ccisinnanns do. Brazil...... | ee Brazil. 
Canada Ontario--.. alt GD: ccancuds Ontario. 
Holland England__-_....| England__......| England. 
India: 
i btstkcccseaiussceuasaes Michigan and Michigan, Rist 
England. England, and 
India. 

i csdidrsintcebeationed eee ee ee a en Do. 
Rs inceinasedcnnscnctanmmenapeesas RE do. -_..-...--| Michigan -_-....| Michigan. 
Se WORD ccsiciicicnce NOR access sa cceecanas Italy. 
SI incited ctsisieseh nienignsinainabateteieens 2 2) () _& 
MOD cccncdsscnccnnccacstadun — and Mexico........-- PR cccuses Mexico. 

taly. 
WRG ooo es inns Michigan .._-...| Michigan.......| Michigan.-......| Michigan. 
NE ociccxcuniddateaweaeten England and England and Turkey (by Turkey (by 
Italy. Italy. licensee). licensee). 
NE 8 ccc n cece acnuns England-.......| England--......- England_.-......| England. 
VORcncictiatnanscacaatioge Michigan..--...| Michigan.......| Michigan. -.....} Michigan. 





1 Information requested relates to ‘‘crude, intermediate, or recovered form.’’ The words “crude” and 


“recovered” have no intelligible meaning in this context so far as the production processes of Parke, Davis 
& Co. are concerned. 


2 Material produced and packaged entirely by Parke, Davis licensee. 


Senator Kerauver. If you ship in package form from your Michi- 
gan plant to Panama and Venezuela, do you have to pay a duty when 
it goes into these foreign countries ? 

Mr. Loynp. I am not sure about Venezuela or Panama. I doubt 
whether there is any duty in Panama, because it is probably shipped 
into the free zone, where our distributing center is located. I am not 
sure whether that is true or not, but that would be my offhand 
opinion. 

Senator Kerauver. In Venezuela the price seems to be $4.69 for 16 
capsules, that is your price to the druggist and in Panama, $5.05. 
You manufacture the product here. How do you sell it cheaper down 
there than you do here? 

Mr. Loynp. Well, Senator, as you know, local conditions make a 
lot of difference in the prices of any commodity. You may have a 
commodity, regardless of what it might be, that you would sell in one 
country at a profit and another country at a loss. 

Senator Keravver. In this country all of your product is sold at 
$5.10 to the druggist. There are some exceptions, where it is sold to 
the wholesaler. But the price the druggist pays is $5.10. I just won- 
dered why you had a lower price in these other countries? 

Mr. Loynp. As I said before, there may be a Federal regulation on 
price control. It may be a situation where the market won’t justify 
the price. It may be, not on this particular one, that conditions are 
entirely different than they are here. Just because we have one price 
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in one country on a commodity, it does not necessarily follow you have 
the same price in every country on the same commodity and the same 
package. 

Senator Kerauver. You manufacture the material here in the 
United States and ship to Belgium in finished form. In Belgium you 
sell it for $3.36. 

Mr. Loynp. Yes, sir. 

Senator Kerauver. As compared to $5.10 in the United States. 

Mr. Loynp. Yes, sir. 

Senator Krerauver. You manufacture it in a finished form here in 
the United States and sell it in Iran for $2.19. 

How can you manufacture it in finished form here, and ship it all 
the way over to Iran and sell it for less than half of what you do in 
the United States? 

Mr. Loynp. We probably lost money on every package we sell in 
Tran. 

Senator Keravver. I would not think you would be doing it long 
if you lost money, Mr. Loynd. 

Mr. Lornp. I do not agree with you, Senator. As we have talked 
before, I think any pharmaceutical house including Parke, Davis & 
Co., has in addition to a commercial obligation to its stockholders 
a moral obligation, and if people anywhere in the world, regardless 
of where it might be, including Iran, need this product, and cannot 
afford to pay any more than $2.19, our moral obligation comes to the 
top and our economic situation probably ranks in second place. I will 
repeat that possibly and probably that we lost money on the item 
that we sell in Iran at $2.19. 

Senator Keravver. For clarification, you do not know whether that 
is true or not? Will you get the information and let us know whether 
you do lose money or not ? 

Mr. Lornp. I will. 

Senator Keravver. But the Belgians are not in any financial straits. 
They are doing pretty well over there. You manufacture, bottle, 
and ship the finished product to Belgium and pay whatever duty they 
might have, and they do have a duty in Belgium. 

Mr. Lornp. Are you sure that we ship the finished package, bottled, 
and labeled from the United States to Belgium ? 

Senator Keravuver. Let me see. Intermediate form is in Michigan; 
conversion to Chloramphenicol in Michigan. 

Mr. Loynp. That is not the finished one. 

Senator Keravuver. Final packaging is done in Brussels. 

Mr. Lornp. That is correct. I do not think we furnished any fin- 
ished form to Belgium. 

Senator Keravver. It is made into capsules in Michigan and sent 
to Brussels to be finally put in the bottle. 

Mr. Loynp. No, no. 

Senator Keravver. It says “capsulated” in Michigan. 

Mr. Lornp. Then that is correct. 

Senator Kreravver. So in Brussels they put it in a bottle or in a box. 

Mr. Loynp. And label it. 

Senator Keravuver. And label it? 
Mr. Lornp. Right. 
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Senator Keravuver. Then how can you do that and pay whatever 
duty they have, and transportation cost, and sell at $1.74 cheaper 
than you do in the United States? 

Mr. Loynp. For the same reason I mentioned a minute ago, Senator. 
Because you have one price in the United States it does not neces- 
sarily follow that you have the same price on the same commodity in 
every country in the world. Conditions vary. I don’t know whether 
they have price control in Belgium or not, whether they have profit 
control in Belgium. Up to date in our country in a free economy there 
is no control on profit of a product, but in many other countries you 
do have. 

Senator Krravver. I do not think they have any price control in 
Belgium, although I am not in a position to say. But you have a 
worldwide monopoly largely by your patent position. 

Mr. Lorynp. That is not true. 

Senator Keravuver. You license all these people. 

Mr. Loynp. Then you cannot have a monopoly if you license people. 

Senator Kerauver. But you license them under pretty severe 
restrictions. 

Mr. Loynp. No, I do not agree with you. 

Senator Kerauver. They willspeak for themselves. Very well. 

Mr. Dixon. Mr. Chairman, I now have two other exhibits to offer. 
As we have done with the previous drug companies, we have prepared, 
based upon our examination of SEC files and other data, the manage- 
ment compensation and incentives of Parke, Davis & Co. I would 
suggest that this be made exhibit 115. 

Senator Kerauver. Let it be made exhibit 115. 

(Exhibit No. 115 may be found on p. 16253.) 

Mr. Drxon. I would suggest that Mr. Loynd be given a copy of this 
exhibit and that he be allowed to comment on it in writing if he cares 
to, and that will be made a part of the record. 

Senator Keravuver. If you have any comment about it, it will fol- 
low the insertion in the record. 

Mr. Loynp. You mean comment about my salary or compensation ? 

Senator Kerauver. Yes. 

Mr. Loynp. It has all been published. I have nothing to comment. 

Mr. Dixon. Or the incentives described. 

Mr. Loynp. They are all published. 

Senator Keravuver. This is taken from SEC records. 

Mr. Loynp. Taken from SEC records? No, sir, I have no comment. 

Mr. McGregor. Does that also apply, Mr. Dixon, to the analysis 
of the license agreements ? 

Senator Kerauver. Yes, sir. I said that you could file any memo- 
randum you wanted to about it. 

Mr. McGrecor. Thank you. 

Mr. Dixon. Mr. Loynd’s salary is set forth there, sir, on the first 
page and his bonuses and stock options are listed. 

Senator Kerauver. Your total salary and bonus, $174,000 in 1959. 

Mr. Loynp. And I might add that the Government gets a large 
percentage of that $174,000. 

Senator Kerauver. Yes, sir, we realize that, Mr. Loynd. 

Mr. Dixon. Mr. Chairman, then I have exhibit 116 to offer. 
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Senator Keravuver. All right, the stock prices and dividends will be 
exhibit 116. 
(Exhibit No. 116 follows:) 
ParRKE, Davis & Co. 
Stock prices and dividends, 1949-Aug. 31, 1960 
Stock opened on New York Stock Exchange on Jan. 3, 1949, at 


2454 ;* 406 shares could have been purchased for__---------~---- $10,000. 00 

The stock was split 3 for 1 in 19582 Market value of 1,218 
shares at closing price on Aug. 31, 1960, of 44°------------ 53, 592. 00 
Gain; 19 sears Gud 'S MOnthes. 6 ooo ec coceerceenscenedces 43, 592. 00 

Dividends: ? 

Cy CU) aN PU IO i ei ees $568. 40 
Ruan s BL. te LiMCe ate SINTON Sie cn saeee canbastoeemans 710. 50 
I Meee ARTS eRe NNO i ne Se ek ees 771. 40 
Daas 2 OU PIO Se BIOS is a i kanendnaneamnaeas 771. 40 
SS =: TO CERICN EI OTE OB a Slice ae aa eis ems 649. 60 
ee: 2 SION MO HRN OR i eee ce cUeaemee 568. 40 
OREN Sy eee 2 TTS Pa i a eee a, 568. 40 
Bs SO CRON a CU ee ee enenenece 690. 20 
OC 2 ee CH Oe BN TG ne ee et Sec cnweeecsiode 812. 00 
Ts. eee SUG GUS CONON Soest os eek eb Coenen en 1, 218. 00 
SOs 2 ae AID 2 CP sa ee ee eee 1, 583. 40 
2900 (7 months) Si times 1,218 Ghare6. goo ecuccsccacen 1, 218. 00 
Total dividends, 11 years and 7 months_...-~-....--_--__- 10, 129. 70 
i i ca a aa i re aac 63, 721. 70 


1“Bank & Quotation Record,” William B. Dana Co., February 1949. 


2“Moody’s Industrial Manual 1960,” p. 1161, and “Moody’s Industrials,” p. 2526. 
2 Wall Street Journal, Sept. 1, 1960. 


Mr. Dixon. This reflects the outcome of an investment of $10,000 in 
January 1949, at the then quoted prices of the stock on the New York 
Stock Exchange. This stock was split three for one in 1958, so the 
market value now of the 1,218 shares, as of the closing price of August 
31, 1960, of $44, would have amount to $53,592, or a gain over this 
“poten of time of $43,592. During this period of time there would 

ave accrued dividends in the amount of $10,129.70 or a gross gain of 
$63,721.70. 

Mr. Loynp. Mr. Dixon, would you mind if I make one observation 
in your mathematical deductions? The dividends I get, you do not 
make any money on the appreciation of the value of the stock unless 
you sell it, and I have not sold it. 

Mr. Dixon. This does not refer to you, sir. This refers to just any 
investor. 

Mr. Loynp. I thought you were talking about me. 

Mr. Drxon. No, sir. 

Mr. Lornp. I beg your pardon. I withdraw the comment. 

Mr. Dixon. This refers to a $10,000 investment. I realize that on 
your stock options that you have exercised, you do not make any gain 
nor do you pay any of the 25-percent capital gain until you sell it. 

Mr. Loynp. I apologize. I thought you were talking about me. 

Mr. Dixon. Mr. Chairman, I have completed. 

Senator Krerauver. Any questions of Mr. Loynd? 





in 
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Senator Witey. I think from the standpoint of business we should 
congratulate you. You have done pretty well up to the present. Up 
to the present time the Government is not interested in paralyzing 
business. It is interested in adding economic health to business if 
the business is conducted on the square. I understand from your 
testimony, and I have been here only today, that you claim that as 
far as you are concerned and the company is concerned, it has been 
run on high business basis principles. 

Mr. Loynp. That is correct, sir. 

Senator Wizey. And these prices that he spoke about, differential 
in prices, that is what pretty near every businessman has to do, if 
he wants to compete with prices in Europe and all over the world, is 
to meet prices; is that correct ? 

Mr. Loynp. That is correct. 

Senator Witxey. And right now we are having one heck of a time 
in our export trade, and it is only the businessman that can produce 
in this country and get his goods into the foreign markets and sell 
them to compete with the prices made by cheap labor in foreign 
countries that can live. 

Mr. Lornp. Correct. 

Senator Wixry. Now, then, exhibit 114 shows quite definitely that 
countries like Iran, for instance—yesterday, I listened to a news- 
paperman tell about the difference in labor costs overseas. He said 
that the earnings of the average man in India was under $100 a 
year. I do not know what it is in Iran, but that fellow could not 
be paying the prices, if he needed the product, compared to what you 
charge in this country. But if you have an extra amount that you 
cannot dispose of on the market of the United States, you find it neces- 
sary to dispose of it in foreign markets if you can find the market; is 
that right ? 

Mr. Loynp. That is correct. 

Senator Wimey. That is about all, Mr. Chairman. 

Senator Keravver. All right, Mr. Chumbris, do you have anything? 

Mr. Cuumpris. I have no further questions. 

Senator Kerauver. Mr. Kittrie? 

Mr. Krrrrm. I do not have any, thank you. 

Senator Kerauver. Mr. Loynd, there were four things I think you 
were going to furnish. 

Senator Wixey. I might ask whether he uses Wisconsin cheese and 
milk or takes his own drugs. 

Senator Kerauver. I might ask him whether he uses a product from 
Tennessee. 

Mr. Loynp. Senator, I have used lots of products from Tennessee, 
and I want to make a confession. I have never been sick a day in my 
lifetime. I never missed a day’s work since I have been with Parke, 
Davis & Co. I think it is partly due to Jack Daniels that comes from 
Tennessee. You are acquainted with Jack Daniels, I presume, sir. 

Senator Kerauver. I have a hazy recollection about it. 

Mr. Loynp. I might also add I eat a lot of Wisconsin cheese. 

Senator Witey. I asked for that. 

Senator Kerauver. I am sure that Jack Daniels will be sending you 
a case of their excellent product when they hear this. When you use 
Jack Daniels you will probably use more Wisconsin cheese. 
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Senator Witzy. He may be taking one of those drugs, I don’t know. 

Senator Kerauver. Anyway, as to this material you are going to 
furnish, I think you have a list. It concerns how the change in the 
warning language came about, the total amount of the monetary 
settlements in damage suits, the tax practices followed in connection 
with gifts, and the profits in Iran and Belgium, which I asked you 
about.! 

We have covered a great deal of territory. We have some differ- 
ences of opinion about this, that, and the other thing. The record 
will speak for itself. We want to thank you very much, you and Mr. 
McGregor, for coming and being with us. 

Mr. Loynp. Senator, it has been a real pleasure to be with you. I 
mean that sincerely. And I also want to thank you for making it 
possible for me to be here. And if we can help you at any future 
time, in solving any of your problems, please call on us. We will 
gladly arrive here at the time you select. 

Senator Krrauver. We will see if we can’t arrange to have you 
back sometime. [Laughter.] 

Mr. Loynp. Thank you. 

Senator Kerauver. Thank you very much, gentlemen. 

We will have a 5-minute recess, and then Mr. Beesley, of Lilly, will 
at least start his presentation. 

( Brief recess. ) 

(At this point, Senator Wiley withdrew from the hearing room.) 

Senator Krerauver. We will resume our hearing, please. 

Mr. Beesley, we appreciate your indulgence with us. We had, of 
course, hoped to get to you the first thing this morning. I am sorry 
we had to inconvenience you. I am sure that you understand. 

We are glad to have as our next witness Mr. Eugene N. Beesley, 
president of Eli Lilly & Co., Indianapolis, Ind. 

Mr. Beesley, who do you have with you? 

Mr. Beestey. There is a possibility, Senator, that I will wish to call 
on Dr. W. M. M. Kirby, who is professor of medicine at the Uni- 
versity of Washington Medical School in Seattle. He is a very dis- 
tinguished authority in antibiotic therapy. It will depend on the 
trend of the questions as to whether or not I will wish to call him. 

Senator Kerauver. You want Dr. Kirby to be with you? 

Dr. Kirby, why don’t you come up here and let us see you? 

Mr. Beesley, before you start, I want to say that our committee 
has received many letters from physicians and pharmacologists com- 
plimenting Eli Lilly & Co. upon the care and restraint that you have 
used in the preparation of your advertising, and also on the introduc- 
tion of new drugs. So I want to take this opportunity of giving you 
a nice word to start with. 

Mr. Beestey. Thank you, Senator. We appreciate that very much. 
For a good many years we have attempted to make pharmaceutical 
products of the very best quality that we can, and to promote them 
in accordance with sound, scientific medical principles. 

Senator Krerauver. Do you say in your statement how long you 
have been president of Eli Lilly ? 

Mr. Brestey. I don’t believe so. Since April of 1953. 


1 Letters relating to these matters may be found in part 26, beginning on p. 16504. 
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Senator Keravuver. What were you before that time ? 

Mr. Brestry. Immediately before that I was executive vice presi- 
dent for about a year, and held the post of vice president for a year 
prior to that. 

Mr. Krrrrre. You started out as a salesman with the company ? 

Mr. Beestey. Yes; I did. I have been with the company for 31 
years. 

Senator Kreravver. All right, sir. You have a statement. Do you 
want to read your statement without interruption ? 

Mr. Beestey. I would appreciate the privilege, Senator. 

Senator Krrauver. Yes, sir. You get started, then. 


STATEMENT OF EUGENE N. BEESLEY, PRESIDENT, ELI LILLY 
& CO.; ACCOMPANIED BY DR. W. M. M. KIRBY, PROFESSOR OF 
MEDICINE, UNIVERSITY OF WASHINGTON MEDICAL SCHOOL, 
SEATTLE, WASH. 


Mr. Berstey. My name is Eugene N. Beesley. I am president of 
Eli Lilly & Co. I am here at your invitation to discuss, in any way 
which can be helpful, our experience in the research, development, and 
marketing of penicillin and other antibiotics. 

As background for this discussion, let me say a fey words about Eli 
Lilly & Co. 

Lilly was founded 84 years ago—this makes us one of the oldest 
manufacturers of prescription medicines in the United States. Al- 
though patent nedichine and traveling medicine shows dominated 
the drug field when our company was founded, Col. Eli Lilly chose to 
develop a line of scientifically compounded products. This continues 
to be the principal business of the company. 

Our products are prescribed by the medical profession and are not 
advertised or promoted to the public. To shorten the timelag be- 
tween laboratory discovery and the practical usefulness of a new prod- 
uct, Lilly detail men regularly call on more than 188,000 physicians 
in this country alone. Their job is to help give doctors a precise 
understanding of each new drug’s indications and contraindications. 
Their training as graduate pharmacists fits them well to transmit this 
technical information. 

Through the years Lilly has put heavy emphasis on scientific re- 
search. More than $115 million has been invested in research and 
development in the last decade. This year alone our expenditures 
will be about $20 million. More than 1,000 of our employees are 
engaged in research and development—about 1 out of 10 of all per- 
sonnel. 

We produce the broadest line of medicines in the industry. More 
than 900 products are in our catalog. Many of these medicines are 
manufactured in relatively small volume, but some, of course, can 
- the difference between life and death to the few patients who need 
them. 

The size of the Lilly line of medicines is not only significant to 
the medical profession; it affects fundamentally the operations and 
finances of the company. With so many products, there are bound to 
be wide variations in sales volume and profitability. 
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It would be possible, of course, to pick out a number of low-profit 
medicines—or, indeed, a few no-profit items—and portray the com- 
any as virtually a philanthropic institution. It would also be possi- 
le to choose a few of our more profitable products and create the im- 
pression that the company is preoccupied with profits. Either picture 
would be equally misleading. 

This is not to say that, in the end, we do not have to satisfy the 
requirements of a competitive company in a free economy. We are 
manufacturers and must be assured of capital. We have stockholders 
who look to us for good business management and a return on their 
investment. We have employees, and we aim to keep our plants op- 
erating and our people employed. 

But it is nonetheless true that ethical pharmaceutical manufactur- 
ers accept a greater burden of responsibility than most other manu- 
facturers. At this moment, for example, Lilly is maintaining huge 
stocks of polio vaccine which represent potential protection against 
this dread disease for millions of children and adults. In spite of 
the fact that little vaccine is being used at present, we feel a con- 
tinuing obligation to be prepared for sudden increases in demand 
resulting from threats of epidemic. 

The hazard associated with maintaining adequate inventories of 

olio vaccine is greatly increased by the fact that it is a “dated” item. 

accine not used within a 6-month period must be destroyed, and 
Lilly replaces outdated vaccine with fresh stocks at our own expense. 
During the past 5 years we have had to destroy the incredible total 
of more than 14,500,000 shots of outdated polio vaccine, vaccine which 
was produced with costly and painstaking care. This may or may 
not be “good business,” as that term is normally used, but it is the 
kind of obligation which, as a pharmaceutical company, we accept. 

At this moment, Senator, I should like to digress from my opening 
statement to read a telegram which I received this morning from our 
vice president in charge of marketing, and here is the telegram: 

For your information, the following telegram forwarded to Messrs. Clemente 
and Short this morning. 

Now, Mr. Clemente is our regional director of sales in New York 
City, and Mr. Short is our regional director of sales in Atlanta, Ga. 

Here is the telegram which had been sent to them: 

Please remind Lilly salesmen to make it their first order of business to arrange 
for replacement without charge, of all Lilly stocks in the hands of physicians, 
pharmacies, hospitals, and wholesalers, damaged or destroyed by Hurricane 
Donna in accordance with our company’s policy and instructions outlined in 
the sales and procedures manual. 

Senator Kerauver. That is very good. 

Mr. Berstey. Now, returning to the opening statement—Before 
turning to the subject of your specific interest, may I say that all of 
us at Eli Lilly & Co. try our level best to meet most exacting standards 
in everything we do. Considerations of public health seem to us to 
require this. And yet, no human institution is perfect—including 
the ethical pharmaceutical industry. We will be happy to work with 
this committee or any other authoritative group in formulating and 
carrying through any sensible suggestions that will insure higher 
standards in any of our activities. 
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LILLY’S EARLY WORK IN PENICILLIN 


Lilly scientists were, of course, familiar with the literature con- 
cerning the early experiments with penicillin, and in 1940 small 
amounts of penicillin were produced in our research laboratories. The 
initial yields were very poor, and purification proved to be difficult. 
But by late 1941 progress had been made. Early in 1942 a more in- 
tensive experimental program was begun, aimed at large-scale produc- 
tion. 

During World War II Lilly participated with other firms and uni- 
versities in an unprecedented national drive to develop large-scale pro- 
duction of penicillin. Participating companies had contracts with 
the Office of Scientific Research and Development and the War Pro- 
duction Board. Under the terms of these contracts, all parties agreed 
to disclose the results of their research. Because of this program, be- 
fore the end of the war all military needs had been met, and small 
quantities of penicillin were available for civilian use. 

By the time the Office of Scientific Research and Development con- 
tracts were terminated late in 1945, the first giant steps had been taken 
in a new field of therapy. In the course of the next decade, through 
discovery and application of new antibiotics, some of the most com- 
mon causes of death and disability were to be brought under control. 
You are familiar with the results—a decline of 76.2 percent in the 
death rate for tuberculosis, 70.9 percent for syphilis, 91.7 percent for 
diphtheria, 31.7 percent for pneumonia, and control over many other 
serious bacterial infections. 


LILLY’S SCIENTIFIC CONTRIBUTIONS TO THE FIELD OF ANTIBIOTICS 


Although the early forms of penicillin were most useful to the med- 
ical profession, they had many drawbacks and were crude by today’s 
standards. Development of improved forms of penicillin—and of 
other antibiotics, with their own particular advantages—was a long 
and difficult process. 

The earliest penicillin was of a very crude amorphous form, and 
early supplies were limited to use by the military in World War II. 
At first it was generally administered by clysis, the drip method of 
injection, either intramuscularly or subcutaneously, in doses that today 
seem dangerously low. Since it contained many impurities, its ad- 
ministration was very painful, and narcotic drugs were sometimes 
needed to ease the patient’s pain. Now and then sores developed at 
the site of injection, and reactions such as hives and rashes were not 
infrequent. Injections were usually necessary every 3 or 4 hours, 
and occasionally every 2 hours—day and night. This usually involved 
hospitalization and continuous medical attention. 

One of the first really significant achievements following the original 
discovery of penicillin came when Lilly biochemists found that the 
addition of certain synthetic chemical compounds to the culture me- 
dium in which the penicillin-producing mold was grown greatly 
increased the production of penicillin G. Later, Lilly scientists dis- 
covered how to produce by biosynthesis literally hundreds of new 
penicillins. 
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Other early research by Lilly scientists was of assistance in improv- 
ing the methods necessary to manufacture a commercial crystalline 
penicillin G. The crystalline form was free of impurities, less pain- 
ful, and produced fewer undesirable reactions; yet it still had to be 
injected 6 to 12 times every 24 hours. 

Numerous attempts were made to produce a penicillin which would 
require only one daily injection, but most of the early efforts proved 
impractical. Lilly scientists finally discovered procaine penicillin G, 
which was marketed in February 1948 under the trademark Duracillin. 
This new discovery, which answered the need for a long-acting peni- 
cillin, combined ease of administration and relative freedom from 
pain. It provided effective treatment with one injection every 24 hours 
instead of the six, eight, or more required for ordinary penicillin 
preparations. Allergic reactions, which had been occurring with older 
forms, decreased dramatically with this new product. Procaine peni- 
cillin G became the standard one-dose-per-day injectable penicillin 
and remains so today. 

Simultaneously with the effort to develop an effective injectable 
penicillin which could be administered once a day, scientists searched 
for an effective oral penicillin. Oral penicillin G was marketed in 
1948, but it tended to be destroyed by the stomach acids, so that a 
patient had to take enormous doses to match the antibacterial activity 
of injectable penicillin. 

An oral penicillin more stable in stomach acids was not marketed 
until 1955, when Lilly introduced penicillin V under the trademark 
V-Cillin. This new penicillin, the acid form of a biosynthetic peni- 
cillin first produced in our laboratories, rapidly achieves therapeutic 
concentrations in the blood which are significantly higher than those 
produced by equal amounts of oral penicillin G. 

But this was still not the end. Continued research led to V-Cillin 
K, the potassium salt of V-Cillin. This new product shows how a 
small chemical change can produce significant clinical differences. 
Tests revealed that it was absorbed more rapidly from a fasting 
stomach than the older V-Cillin and achieved antibacterial blood con- 
centrations which were twice as high. 

Another very significant antibiotic discovery in our research labora- 
tories had come in 1951 after 5 years of continuous and extensive 
investigation involving tens of thousands of soil samples. This work 
led to the discovery of Erythromycin, which was isolated from a bit 
of soil collected in the Philippines. Introduced in late 1952 under the 
trademark [lotycin, this antibiotic is particularly effective against in- 
fections caused by staphylococci and in patients who are hypersen- 
sitive to penicillin or other antibiotics. Strains of these bacteria are 
noted for their ability to develop resistance to most commonly used 
antibiotics. Any new and effective weapon against them plays an 
exciting, lifesaving role. 

Tlotycin is an unusually safe general-purpose antibiotic. Its anti- 
bacterial spectrum is wider than penicillin’s; and its action, like that 
of penicillin, not only inhibits the growth of bacteria but kills them 
as well. Furthermore, unlike some other antibiotics, Ilotycin does 
not have an adverse effective on the bacteria that are natural inhabi- 
tants of the intestine and necessary for normal function. 
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Lilly chemists worked out the structure of Erythromycin and began 
making many derivatives of it. It was found that the propiony] ester 
of Erythromycin is more dependably absorbed and produces quicker, 
higher, and more prolonged antibacterial activity than erythromycin 
base. The new form was introduced in 1958 under the trademark 
Ilosone. 

But it was not long before Llosone was also improved. Ilosone 
lauryl sulfate, an acid-stable salt which gave still higher and more 
rapidly attained blood levels, was made available within a few months. 
Oral Erythromycin therapy now challenges the injectable antibiotics 
in rapidity of onset of action and in serum levels of antibacterial 
activity. 

I wish to mention just one other Lilly antibiotic—vancomycin, one 
of the most powerfully bactericidal antibiotics in medical history. 
Work on this product was started in our laboratories in 1952 with a 
soil sample collected by a Christian missionary in a remote village 
of Borneo. After 6 years of painstaking developmental research, we 
introduced Vancomycin under the trademark Vancocin. 

Against staphylococcal infections, Vancocin is most dramatic in its 
action. It has been given to many patients dying of infections resist- 
ant to other antibiotics. Again and again, remarkable recoveries have 
occurred. 

Although there are more than 90 antibiotic products in the com- 
pany’s catalog, in terms of human lives saved, Ilotycin and Vancocin 
alone would have fully justified all our research efforts. 


LILLY'S INVESTMENT IN ANTIBIOTIC FACILITIES 


While these scientific discoveries by Lilly and those by other com- 
paines were all but revolutionizing medicine, techniques for producing 
antibiotics also changed constantly. They advanced from the labor- 
ious method of planting the organisms in 2-quart bottles to deep-vat 
fermentation processes in tanks of up te 36,000 gallons of broth. Our 
expenditures for facilities have been large; our risks have been great— 
as you will see. ’ 

Despite our large early investment in antibiotic production, by 1951, 
with the Korean war in progress, the demand for Lilly penicillin 
showed signs of outstripping the company’s capacity. We decided to 
build a large new plant that would enable us to satisfy all our civilian 
requirements—and still provide substantial production for the mili- 
tary forces, if needed. 

Construction of the new plant—in Tippecanoe County, Ind.—was 
to require approximately 2 years. These 2 years brought great 
changes in the penicillin field. Improved processes by Lilly and 
other producers resulted in tremendously increased yields of penicillin. 
At the same time, production facilities for the industry as a whole were 
greatly expanded. The result was a surplus of supply and plant 
capacity. 

By early 1953, before the Tippecanoe Laboratories were even com- 
pleted, we were faced with the fact that there was no need for them. 
After the facilities were finished, the whole plant was put in mothballs 
at a maintenance cost of over $100,000 a month. It was not until 1954 
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that manufacturing actually began there—and then not on penicillin, 
for which the laboratories were originally constructed, but on Lilly’s 
new antibiotic, erythromycin. 

In 1951, when construction of the Tippecanoe plant was started, the 
need for additional plant capacity had seemed quite clear. Indeed, 
the Government had granted certificates of necessity for materials and 
allowed accelerated depreciation to encourage the construction. 

And yet as late as 1955 no penicillin had been produced at Lilly’s 
Tippecanoe plant. In July of that year, however, it became evident 
that the new oral penicillin, penicillin V, would meet an important 
therapeutic need and there would be great demand for it. It was only 
then that Tippecanoe was operated at capacity for the first time. 

The uncertainties of the antibiotic business were again revealed in 
1956, when once more the demand for Lilly antibiotics began to out- 
strip the company’s ability to supply. The company, therefore, 
started a 2-year expansion program at Tippecanoe in May 1957. 

Lilly’s total investment in antibiotic facilities at the Tippecanoe 
plant has now grown to approximately $20 million. With its other 
facilities, the company over the years has invested more than $46 mil- 
lion in land, buildings, and equipment for the production of anti- 
biotics—more than for any other type of product. 

This is 40 percent of the company’s total U.S. investment in fixed 
assets, although antibiotic sales amount to only 25 percent of our 
total U.S. sales. This $46 million figure does not, of course, include 
our substantial investment in working capital—including inventories 
and installations abroad. 

PATENTS 


All of this expansion in facilities reflects the rapid advance in 
medical knowledge in our time. In such a climate we cannot hope to 
maintain healthy growth without contributing to the discovery of new 
and better weapons in man’s fight against disease. This means tliat 
we have no alternative but te take the gambles inherent in the spend- 
ing of huge sums for research. 

In these ventures the U.S. patent laws are, of course, a most im- 
portant factor. When we can make discoveries, we are assured of the 
advantage that comes with patent protection, including the right of 
exclusivity. Without such protection the company would run the 
risk of spending large sums for research and development—only to 
find that it could not even recover basic investment costs from its share 
of the market for its own product. 

This protection of scientific discovery is the incentive and reward 
for which our patent laws were designed. It has, however, limitations 
for the pharmaceutical industry that do not appear in many other 
fields of invention. For one thing, the advantage may be only momen- 
tary. Announcement of a major advance in the field of medicine spurs 
research drives by competitors. Indeed, the moment we have achieved 
such a breakthrough, we must ourselves try to improve it by still 
further discovery. And all of this is, of course, to the great benefit 
of the American people. 

The fact is that, as a result of our continuing emphasis on research, 


Lilly has received 65 patents in the antibiotic field. A number are 
useful commercially ; many are not. 
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Our licensing policy is flexible. We license some patents, but not 
others. We licensed our procaine penicillin patent rather freely 
because of worldwide demand and our limited facilities at that time. 
There are other patents that we have either not licensed at all or have 
licensed sparingly. For example, our licensing of penicillin V in 
the United States has been limited—because by the time this product 
was introduced we had greatly expanded our investment in antibiotic 
facilities and could readily supply all foreseeable needs. 


ANTIBIOTIC PRICES 


The price behavior of Lilly antibiotics has, of course, varied with 
individual products, reflecting the natural forces of the market and 
widely differing cost and competitive situations. 

As the production of antibiotics expanded during and after World 
War II, a number of new firms entered the field, and this increased 
intensity of competition. Despite our large investment and extensive 
line of antibiotics, our position in the antibiotic field has fluctuated 
considerably. Immediately after the war, it was as high as 15 percent 
of total industry sales. Later it dropped to as low as 6 percent. It 
now stands at about 11 percent. 

Lilly’s competition in antibiotic products, both here and abroad, 
comes from products which are chemically similar, as well as from 
those which may be quite different in their chemical structures. As 
you know, during the past decade we have seen the development of a 
very wide range of antibiotics, each with its own individual character- 
istics. Some of these are effective against many infectious diseases; 
others, against only specific types of infection. Thus, the doctor today, 
as he prescribes, may choose from a number of products. 

It may be helpful in this discussion of prices to examine (1) the 
dollars received by Lilly for important antibiotic products; (2) the 
reduction in Lilly’s wholesale price on particular products since their 
introduction; and, finally, (3) the cost to the patient of doses of 
different products which may be used interchangeably in certain 
infections. 

To make these facts quickly apparent, let me introduce a series of 
charts and tables. The first illustrates the trend of the dollars re- 
ceived by Lilly for major lines of antibiotics sold in the United States. 
wo Keravver. Just a minute, Mr. Beesley. This will be exhibit 

(. 
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(Exhibit No. 117 follows :) 


¢ 


DOLLARS RECEIVED BY LILLY 
FOR MAJOR LINES OF ANTIBIOTICS 


Per Measure of Active Ingredient 
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Dollars received per unit by Lilly for major lines of antibiotics 





/Penicillin} Dura- | V-Cillin, | Dlotycin, Penicillin} Dura- | V-Cillin, | llotycin, 
Year | G, erys- cillin V-Cillin | Dosone Year Q, crys- cillin V-Cillin | Llosone 

| talline K talline K 
| | | TF CFF TF | 

| 

| Per mil- | Per mil- | Per mil- | Per gram Per mil- | Per mil- | Per mil- 

| lion units | lion units | lion units lion units | lion units | lion units | Per gra 
1945. .---| AEE Lcnéhtcncas Stonecaphiapie ibe Sheet niae Seine $0.39 THRU Petecccniincns $1. 46 
1946. ._..| Oe ccoc es caboce ai vseeois ie sabaue 1954_.... P i | 1.37 
1947...--. SE Dic daeipe ie scessanieasn : caaindansoan esa .43 .19 $0. 67 1.25 
1948. ...-| 2. 26 GING Bacnadasdciucancawsed 1956. .... -40 im . 65 1.15 
1949. .-.-} 1.35 Ree itsa bees ccnensnonanee 1957..... . 38 17 . 63 - 96 
1950. .-.. } . 87 OE bicnkenanckioawwansnahe asa .35 .16 .61 -97 
FiGhawacut . 64 OO Iceni csenaciocncaguane a .37 .16 . 59 .99 


1952... By a eee $2.06 || 1960 1... - 36 «15 -51 - 92 


1 Estimated. 


Mr. Brestey. The chart follows page 16 of the opening statement. 

Senator Keravuver. Yes. 

Mr. Brestry. It appears on the easel, to your left for convenience if 
you want to look at it there. 

In these computations we have simply calculated for each year the 
dollars received per unit sold. These figures include all package sizes 
and dosage forms of finished antibiotic products for human con- 
sumption. 

Turning to the chart, notice that the caption is: “Dollars Received 
by Lilly for Major Lines of Antibiotics Per Measure of Active 
Ingredient.” 

The solid line is crystalline penicillin G; dollars received per million 
penicillin units. 

The cross marks, Duracillin; dollars received per million penicillin 
units. 

The circle, Ilotycin, losone; dollars received per gram of erythro- 
mycin. 

And the dashes, V-Cillin, V-Cillin K; dollars received per million 
penicillin units. 

And this chart, as you will notice, covers the period—the applicable 
period, that is—from 1945 through 1960. 

The chart shows that the amount received by Lilly for crystalline 
penicillin G was $7.52 per million units in 1945, the first year of 
significant sales, and is estimated at $0.36 per million units in 1960, a 
reduction of 95 percent in 15 years. 

The amount received for Duracillin has declined from $2.67 per 
million units in the year of introduction, 1948, to an estimated $0.15 
per million units this year, a drop of 94 percent in 12 years. 

_Furthermore, it will be seen that the amount received for Lilly’s 
Erythromycin products, Ilotycin and Ilosone, has declined from $2.06 
per gram when introduced in 1952 to an estimated $0.92 per gram this 
year, or a decline of $55 percent in 8 years. 

_Finally, the amount received for our penicillin V line, V-Cillin and 
V-Cillin K, was $0.67 per million units in 1955, the first year for this 
product, and is estimated at $0.51 today, a reduction of 24 percent in 
5 years. 

Senator Krrauver. Mr. Beesley, excuse me for interrupting. 

Dr. Browne says that we can discuss more intelligently this chart, 
exhibit 118, if you would supply the subcommittee with the tables 
upon which the chart is based. 
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Mr. Beestey. I will be happy to, Senator. 

Shall I do it now or later? Shall I do so at the end of the session? 

Senator Keravver. If you have it now—— 

Mr. Beestey. I only have one copy and I want want to refer to it. 

Senator Keravver. Do you need it ? 

Mr. Berstey. I do have the figures on which the chart is based. 

Senator Keravuver. Do you need it tonight ? 

Mr. Besstey. No, not tonight, I don’t think. 

Senator Kerauver. Perhaps we can have some copies made. 

Mr. Berstey. May I locate it? 

Senator Keravuver. Yes, sir; go ahead with your statement. 

Mr. Berstey. At the end of the statement, I will give it to you. 

Senator Keravver. All right, at the end of the statement we will 

et it. ; 

“ Mr. Beestry. A second way of reporting our pricing performance 
is to give you Lilly’s wholesale price for a specific package, in typical 
dosage form. The following table illustrates the price changes on 
typical packages of a number of our major antibiotics from year of 
introduction to today. 

Senator Kerauver. We will make this table, “Reduction in Whole- 
sale Prices of Trade Packages,” exhibit 118. 
(Exhibit No. 118 follows:) 


Reduction in wholesale prices of trade packages 





Year Original | Today’s | Percent 








Product intro- whole- whole- reduc- 
duced sale sale tion 
price price 
Penicillin G, tablet 1714, 100,000 units, bottle of 12.............._ 1947 $3. 04 $0. 54 82 
Duracillin, in oil, ampoule 465, 300,000 units per cubic centi- 

SENET; 20 CAC CON NON cn a ceccsncncuctocesdcadsenunonune 1948 7. 75 . 46 94 
V-Cillin, pulvule 20, 125 milligrams, bottle of 50..-.._- 1955 6.97 5. 23 25 
V-Cillin K, tablet 1830, 125 milligrams, bottle of 50_.-- 1957 6.97 5. 23 25 
Nlotycin, crystalline, tablet 7, 100 milligrams, bottle of 36- 1952 7.23 3. 42 53 


Tlosone, pulvule 374, 125 milligrams, bottle of 24.... .......... 1958 3.21 2.74 15 


Mr. Brrstry. The products selected are the ones with the longest 
history in our catalog. 

Senator Keravver. All of this will be printed as given. 

Mr. Beestry. All right. May I just call attention to the percent 
reductions shown in the table. Duracillin, in oil, a decline of 94 per- 
cent. The V-Cillin pulvule, a decline of 25 percent. V-Cillin K, a 
decline of 25 percent. Tlotycin, crystalline, a decline of 53 percent. 
llosone, a decline of 15 percent. 

You will note from this table that price reductions on the six prod- 
ucts listed range from a 15-percent reduction on Tlosone since its in- 
troduction 2 years ago to a 94-percent reduction on Duracillin since 
its introduction 12 years ago. 

Price trends on these representative products can be considered as 
typical. Products which have been on the market a relatively long 
time, such as penicillin G, show greater reductions in price because of 
increased efficiency in production—as well as increasing competition 
from similar products of other manufacturers and from newer thera- 
peutic agents. 
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The daily cost to the patient of medication is a third way of looking 
at our antibiotic pricing. 

Harold L. Hirsh, M.D., and Lawrence E. Putnam, M.D.—Senator, 
I would like to ask permission to correct one statement in this para- 
graph in the printed version. Just today I learned that Dr. Putnam 
is no longer associated with the Food and Drug Administration but 
is, I believe, assistant professor at George Washington University 
School of Medicine. 

Senator Keravuver. Very well. He isstill around here. 

Mr. Brrstey. Yes. They are authors of a recent textbook on 
penicillin therapy. Their recommendations for effective daily treat- 
ment of pneumococcal pneumonia range from 1,200,000 units to 1,600,- 
000 units of oral penicillin G or 800,000 units of penicillin V. The 
cost of the penicillin G varies slightly with the suggested dosage 
schedule but averages about $1.24... For penicillin V, the figure is 
$0.75. 

In treating streptococcal infections—such as sore throat and scarlet 
fever—the dosage recommended by these authorities increases the cost 
of penicillin V to $0.90. This is still less than the cost of their rec- 
ommended dosage of penicillin G. 

These examples show that a clinically more reliable product, with 
therapeutic advantages, has been made available by Lilly at no in- 
crease in cost to the patient. 


OTHER MARKETS 


I have thus far confined myself to our traditional markets in this 
country; but, as you may know, Lilly products are sold in 126 coun- 
tries throughout the world. 

About 60 percent of our foreign sales volume involves products 
manufactured and/or packaged abroad by our subsidiaries. With 
products in this category, there is little, if any, basis for comparison of 
marketing practices and prices with those existing in the United 
States. Economic, trade, and political factors prevailing in the par- 
ticular country dictate the way we must do business there. 

With regard to the 40 percent of our foreign sales represented by 
products manufactured and packaged in the United States, the 
company’s general policy is to deliver these products to any U.S. bor- 
der shipping point at slightly higher prices than those charged whole- 
salers in the United States for distribution in this country. The 
reason for this is that our American wholesalers usually receive a 
somewhat higher discount in return for the more extensive services 
they perform. 

Of course, the price which the consumer in a foreign country pays 
for Lilly merchandise may be higher or it may be lower than that 
paid by the consumer in the United States. A wide range of factors 
affects the final price: shipping costs outside the United States, 
import or customs duties, importer’s and/or wholesaler’s margins, 
retail margins, competition, currency fluctuations, price or profit con- 
trols imposed by foreign governments, and multiple exchange rate 
systems. All these are factors over which Lilly has little or no con- 





1 At Lilly’s published list price. 
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trol. Actually, because of one or all of these factors, it is now and 
then possible to buy a Lilly product in London or Buenos Aires at less 
than it costs in a drugstore in Indianapolis. 

There is another channel of distribution for antibiotics which we 
have found to be most useful in maintaining stability of employment 
and full use of available production capacity. That is what is known 
as the bulk sales market. 

Because of the unpredictability of new discoveries and advancing 
production technology, the antibiotic part of our business can be ex- 
tremely volatile. The result is that we have, from time to time, sur- 
plus capacity representing substantial investment and are faced with 
the prospect of unemployment for personnel trained for antibiotic 
production. To meet this situation, we turn to bulk sales of our 
antibiotics—in both finished and unfinished forms. 

As you know, this bulk market has characteristics of its own; and 
when we step into this market we have to compete at the lower prices 
which prevail there. 

This we are prepared to do. We not only achieve the objectives 
cited, but in selling materials in unfinished form, we avoid the cost of 
some 265 manufacturing and shipping operations plus the cost of 
more than 100 indirect supportive operations necessary to convert bulk 
material into the finished trade packages. 

When bulk sales are made in finished form—for example, to the 
Government—we have the advantages of specific, large-volume, one- 
time orders. We are saved the expense of some packaging and ship- 
ping operations, and the merchandise is sold on a nonreturnable basis. 


PROFITS ON ANTIBIOTICS 


From the subcommittee’s extensive study of the pharmaceutical in- 
dustry, you realize by now, I am sure, the difficulty of computing the 
profit on any one product. It is possible, of course, to arrive at the 
actual manufacturing cost of any one product, but this is only one 
part of the total cost incurred. A large portion of Lilly’s costs is 
made up of general operating expenses: research, administration, mar- 
keting, taxes, and many other items of expense. Allocating a uni- 
form, companywide percentage of these general expenses to any one 
of our 900 widely different products is a purely arbitrary exercise. 

It is somewhat more meaningful to apply such an allocation to a 
group of products, although this approach, too, has limitations. We 
have, therefore, computed the net profit on all 90 Lilly antibiotic 
products as a whole, applying to this group its proportionate share of 
the company’s general operating expenses for the years concerned. 

The table which follows shows for the past 10 years an average 
return of 10.5 percent on antibiotic sales and 7.3 percent on antibiotic 
investment—considerably below the average return on all Lilly 
products. 

Senator Kerauver. That will be exhibit 119. 
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Net income on antibiotics versus all products 














[Percent] 
Return on sales Return on assets 
employed ! 
| | 

Anti- | Allprod-| Anti- All prod- 

biotics ucts 2 biotics ucts 2 
12.5 17.7 11.6 16.4 
11.7 13.5 9.4 11.7 
$1.9 9.8 31.0 6.9 
4.9 9.9 2.3 7.0 
oe 9.3 as 6.9 
5.3 11.6 3.1 10.2 
14.4 16.6 10.7 15.4 
15.8 16.2 13.1 14.9 
14.3 13.1 11.6 11.0 
13.6 12.5 11.8 10.9 
10.5 13.3 7.3 11.2 





1 Total assets less depreciation and amortization. 
2 Compiled from data in Eli Lilly & Co.’s annual reports to shareholders. 
3 Loss. 


Mr. Brestey. Let’s take a look at the antibiotic section of this 
chart—the two columns on the left-hand side of the page. In 1950, 
on a return on sales, on antibiotics, computed in the manner outlined 
in the statement, we had a return of 1214 percent; 1951, 11.7 per- 
cent; 1952, we had a loss of 1.9 percent; 1953, we had a return of 4.9 
percent; 1954, 0.2 percent; 1955, 5.3 percent; 1956, 14.4 percent; 1957, 
15.8 percent; 1958, 14.3 percent; 1959, 13.6 percent. And the average 
for the 10-year period is 10.5 percent. And the average return on all 
of our products, as computed from data supplied to our shareholders 
in our annual report, has been 13.3 percent. 

Now, then, may I direct your attention to return on assets. And 
may I say that I think, and we in our company believe, that a much 
par meaningful figure is the return on assets rather than return on 
sales, 

Return on assets represents the return on the amount of money we 
have employed in our business. And you will notice that the return 
on assets is lower than the return on sales. 

The average for the 10 years 

Senator Kerauver. I want you to go on reading your statement. 
But I thought I might just interject parenthetically that companies 
with large returns on net assets said that wasn’t very meaningful, and 
held that return on sales was more meaningful. 

Mr. Brerstey. At an appropriate time I would like to discuss that 
a little bit, Senator. 

Senator Kerauver. Have you used gross assets, money borrowed ? 

_Mr. Besstey. We have gross assets shown in the figures on the 
right, and that return is 7.3 percent on antibiotics, and 11.2 percent for 
all products. 

Senator Kerauver. Gross assets include borrowed money, and cur- 
rent liabilities, 

Mr. Beestey. But, Senator, it represents the money that we have 
used in our business. 
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Senator Kerauver. All right. 

Mr. Brestey. As you know, the Federal Trade Commission, in its 
1958 “Economic Report on Antibiotics Manufacturers,” listed profit 
rates on the antibiotic operations of a group of six major companies 
(including Lilly) from 1951 through 1956. Eli Lilly & Co.’s rate of 

rofit for this period was lower than that of the group of companies 
hee which figures were published. 


LILLY PERFORMANCE AS A WHOLE 


Since antibiotics make up only one segment of our operations, you 
may be interested in the price behavior of all the company’s products 
combined. 

As you know, accurate measurement of a company’s or an indus- 
try’s pricing performance is difficult. No statistical method has yet 
been devised which is not open to some criticism. 

Since some yardstick is important, however, we have undertaken to 
provide you with information using two different types of statistical 
measurements. We recognize that neither is fully satisfactory. Both 
have limitations, but I understand this is also true of the various 
price indexes of the Bureau of Labor Statistics. Considered together, 
they may provide a reasonably accurate picture. 

The first of these charts compares—— 

Senator Keravver. This will be exhibit 120. 

(Exhibit No. 120 follows:) 
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CHANGES IN CONSUMER PRICE 
AND LILLY SALES PRICE INDEXES 
1948 to 1958 


BLS Consumer Price Index ———--——--- - — 
(all items ) 





Lilly Sales Price index 
id (all 706 items marketed In 
20% nina a 


Source:, U.S. Department of Labor; Eli Lilly and Company 


Mr. Brestery. The first of these charts compares changes in the 
consumer price index and the Lilly sales price index during the period 
1948-58. ile overall consumer prices were increasing some 20 
percent, according to the Department of Labor, the Lilly sales price 
index decreased by more than 14 percent. The Lilly sales price in- 
dex is a composite of 706 products which were in our catalog in 1958 
and also in 1948. 

In other words, if our customers had chosen to purchase in 1958 
the same amount of these 706 products which they bought in 1948, 
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they would have paid some 14 percent less for them. This decline 
is measured in actual dollars, not adjusted or constant dollars, and, 
thus, is understated. 

Since the foregoing measurement excludes the prices of products 
which have been added to the Lilly line since 1948, let us take a look 


at a second type of measurement—the U.S. price index for all Lilly 
human medicines. 


Senator Kerauver. That will be exhibit 121. 
(Exhibit No. 121 follows:) 


U.S. PRICE INDEX 
FOR ALL LILLY HUMAN MEDICINES 
(1948 = /00) 








RR 





1948 1049 1950 1951 1952 1958 1954 1955 1956 1057 1958 1959 1960* 
Source: Market Research Division , Eli Lilly and Company 


* Estimated 











ADMINISTERED PRICES 14107 


Lilly total price index (U.S. price indez for all Lilly human medicines) 


[1948=100] 
Year: Percent | Year—Continued Percent | Year—Continued Percent 
{ile 100. 0 Diteedamacie 88. 4 ase a 86. 9 
est accsmeninncs 99. 5 i iratiianadess 90. 6 Beas sire nccacs 86. 2 
SO es 96. 5 1. es 89. 2 1960, estimated 84.0 
TO sicccmsinnin 96.9 Tiss sittin 87.5 
esc eceee 90.1 Wend 87.8 


Mr. Brrstey. This index is revised periodically to include new 
products, and the weights are changed to reflect more nearly current 
customer demand patterns. Thus, this index reflects changes in price 
of both new and old products, and it also reflects, to some extent, 
changing consumption patterns. 

This index indicates that on all of our products there has been a 
decline of 16 percent. 

As you ill noe from this index of all Lilly prices, our company 
has a pattern of generally declining prices. Over the years, changes 
in Lilly prices have countered the general inflationary trend. 

Now a word about Lilly earnings. 

We have done well on the whole. We hope that this has been due, 
in large part, to good management. We are certain that high stand- 
ards of professional and public responsibility have been important 
factors. 

As the next chart shows, our earnings have not, however, followed 
the steadily upward curve that is the dream of every management. 

Senator Kerauver. The next chart will be exhibit 122. 
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NET INCOME AS A PERCENT 
OF TOTAL ASSETS 


ADMINISTERED PRICES 


(1951-1960) 
- Sac AE SA GE SER: a Seen 























QL , | | | ft Miele 
1951 1952 «195354 = 985 = 1986S 157 )~=— «1988 ~= 1959 = «(1960* 
* ESTIMATED 


SOURCE: annual reports to shareholders, Eli Lilly and Company 
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Mr. Brestey. You will note that last year our net income was 10.9 
percent, based on assets, and that a further decline of 8.6 percent is 
estimated for 1960. 

In conclusion, Mr. Chairman, let me summarize: 

Lilly has been a major contributor to the discovery and develop- 
ment of important new antibiotic medicines and many improvements 
in old ones, with great benefits to millions of people. 

Lilly has been quick to take substantial risks by making large in- 
vestments in facilities for antibiotic production. Antibiotics today 
require 40 percent of the company’s total U.S. investment in fixed 
assets, while producing 25 percent of the company’s U.S. sales. 

Changes in Lilly’s antibiotic prices have run counter to the general 
inflationary trend. This is also true of price changes throughout the 
Lilly line of more than 900 products. 

Lilly’s profits have been reasonable. Over the past 10 years we 
have earned only 7.3 percent on our antibiotic investment; on sales, 
10.5 percent. 

Mr. Chairman, I should like to add that, as we at Eli Lilly & Co. go 
about our business, we try our best to serve the public interest and to 
follow policies and practices that will insure the company’s vigor and 
effectiveness. 

We have our eyes fixed on a challenging goal—to do everything we 
can, by creating supplies of safe and effective medicines, to ease human 
suffering and eliminate the diseases that plague mankind. 

Senator Kerauver. Mr. Beesley, thank you very much for staying 
with us to read this very well prepared statement. 

Since it is about 6 o’clock, it would be best if we continued on in the 
morning at 10 o’clock, so we will stand adjourned until 10 o’clock in 
the morning. 

(Whereupon, at 5:35 p.m., the hearing was adjourned, to reconvene 
at 10 a.m., Wednesday, September 14, 1960.) 
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WEDNESDAY, SEPTEMBER 14, 1960 
U.S. Senate, 


SUBCOMMITTEE ON ANTITRUST AND Monopo.y 
OF THE COMMITTEE ON THE J UDICIARY, 
Washington, D.C. 

The subcommittee met, pursuant to recess, at 10:20 a.m., in the 
caucus room, Old Senate Office Building, Senator Estes Kefauver 
presiding. 

Present: Senators Kefauver (chairman) and Hruska. 

Also present: Paul Rand Dixon, counsel and staff director; Peter 
N. Chumbris, counsel for the minority; Nicholas N. Kittrie, counsel 
for the minority; Lucile B. Wendt, attorney; Dr. John M. Blair, 
chief economist; Dr. E. Wayles Browne, Jr., economist; Dr. Walter 
Measday, economist; Dr. Irene Till, economist; Paul S. Green, edi- 
torial director; and Gladys E. Montier, clerk. 

Senator Kerauver. The committee will come to order. 

As chairman of this subcommittee, I know that I speak for every 
member of the subcommittee and for the staff of the subcommittee 
in expressing deep regret over the passing yesterday of Senator 
Thomas Hennings, an able and distinguished member of the Judiciary 
Committee and of this subcommittee. 

Senator Hennings had a long and distinguished career in the House 
of Representatives and in the U.S. Senate. He was one of the most 
brilliant Members of the Senate, and a very able lawyer. He had 
a penetrating mind. He was always courageous, able, fair and one 
of our Nation’s great legislators. 

We, on this subcommittee, as well as our colleagues in the Senate, 
will miss him. We will miss his contribution to the legislative work 
of our Nation. 

I wish to express deep regret over the passing of Senator Hennings, 
a member of this committee. 

Senator Hruska? 

Senator Hruska. I should like to join the chairman in this tribute 
to Senator Hennings. It was my privilege to know him for these 
last 5 or 6 years as a member of this committee. I can truly say that 
I have seen few, if any, better legal minds than that which Senator 
Hennings had. It was buttressed by experience as a law teacher, as 
a prosecutor, and as a general practitioner. 

It was quite obvious that he at all times had a compassion for, and 
an understanding of, human problems, and probably had that feel- 
ing within him which is so valuable in legislators: that, after all, the 
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real meaning of laws and the real place of laws lies in the impact 
which they have on human beings and on human affairs. He was 
always a gentleman, and has added a great deal to the Judiciary 
Committee as well as to the Senate. 

I should like to suggest, Mr. Chairman, that in keeping with the 
discussion we had a little while ago before the meeting started, that a 
suitable resolution be prepared on behalf of the committee for ap- 
proval of the committee and for proper disposition. 

Senator Kerauver. I am sure all members would want that done, so 
I will direct that it be done. 

When the committee recesses today, it will recess in respect to the 
memory of Senator Hennings. 

Mr. Beesley, we are glad to have you back with us this morning. 
We will get along as rapidly as we can. 

Mr. Kittrie, you had some question you wanted to ask, you said. 

Mr. Karrrm. Mr. Chairman, I just wanted to make a preliminary 
comment and ask a question which does not go perhaps to any one 
particular aspect of the testimony, but to some general statement that 
was contained in it. 

Mr. Beesley, on page 4 of your statement yesterday you were making 
comment to the great expense that you incurred by stockpiling polio 
vaccines. You were making comment relating to the fact that destroy- 
ing these vaccines each year creates a great expense to the company, 
and I must admit that this created some serious question in my own 
mind, and I discussed it with Senator Wiley, too, who wanted some 
explanation pertaining to this. 

As you know, we are engaged these days in a political and eco- 
nomic warfare with the Communists. For many years they have 
been critical of our system. They say our distribution system is out 
of whack. They say we are going to destroy ourselves because we 
are able to produce things, but we do not, somehow, know how to 
distribute things to the people who need them. 

We know Khrushchev is on his way to the United States, and I am 
sure not particularly for friendly purposes. He is on his way here 
to wage warfare and, as he said Jast year while he was visiting here, 
in years to come the essence of Communist warfare is not going to 
be so much military as economic. He is going to try and bury us 
economically. 

Now, here you were testifying and you were telling us that during 
the past 5 years you had to destroy the incredible total of more than 
14,500,000 shots of outdated polio vaccine. 

Is there no need for these vaccines in this country or elsewhere? 
We really would like an explanation as to why this occurred. 
mean, is there something the matter with our pricing or distribution 
systems that cause this? Why should such an incredible amount of 
polio vaccine be destroyed while apparently there is a need for it here 
or elsewhere ? 
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STATEMENT OF EUGENE N. BEESLEY, PRESIDENT, ELI LILLY & 
C0.; ACCOMPANIED BY EUGENE F. RATLIFF, CONTROLLER, AND 
J. S. LYNN, ASSISTANT TO THE PRESIDENT; AND DR. W. M. M. 
KIRBY, PROFESSOR OF MEDICINE, UNIVERSITY OF WASHING- 
TON MEDICAL SCHOOL, SEATTLE, WASH. 


Mr. Brestey. Mr. Kittrie, all biological products, which includes 
polio vaccine, of course, are manufactured under license from the Na- 
tional Institutes of Health. They are prepared under the very close 
supervision of the Division of Biologics Standards, and the regula- 
tions governing their preparation, their sale, are promulgated by that 
Department. 

Through the years, the Division of Biologics Standards of the Na- 
tional Institutes of Health has rendered a very genuine, thoroughly 
satisfactory service, in my view, to the country, to the people, and 
have been fair, as far as the manufacturers are concerned. 

One of their regulations is that all biological products must bear a 
date indicating the period of time during which it has been demon- 
strated that the product will have full potency and will produce the 
degree of immunity that the product is supposed to produce. 

Now, with polio vaccine that happens to be 6 months, and we have 
no alternative, of course, but to destroy the vaccine when it becomes 
outdated. 

It is certainly unfortunate that this amount of vaccine has had to be 
destroyed and not used. I am sure I do not know the answer to it, 
but we have, as I am sure you are aware, many millions of people in 
the United States who should be immunized against poliomyelitis 
who, for some reason, have neglected to do so. 

Fortunately, there have been enough immunized so that the in- 
cidence of poliomyelitis this year, I believe, is lower than it has been 
in many years. 

sut, nevertheless, there remain many millions of people who should 
be immunized, but people being the way they are, it probably would 
take the threat of another epidemic or something of that kind to get 
them really interested in being immunized. 

Now, then, that epidemic may occur at any time, and you probably 
recall 2 or 8 years ago when there were many cases of polio, so that the 
manufacturers of the vaccine ran out of stock. Our industry was 
criticized .at that point in some quarters because we did not have enough 
stock to supply the demand. 

This demand for vaccine has been the most difficult thing to gage 
that we have ever had any experience with. We currently have on 
hand many millions of doses of vaccine that is there at this time. Cur- 
rently, there is relatively little demand for it except in a few isolated 
epidemic areas. 

We hope that one thing that will be done is that local and State 
authorities will, in an increasing degree, make it necessary for children 
to be immunized against polio before going to school. 

In many areas of the country that is required now for some diseases, 
and in a few places that has applied to polio, but not very extensively. 
_ We need to have more people in this country immunized and our 
industry and our company feels an obligation to have a reasonable 
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amount of materials on hand to try to take care of any unforeseeable 
emergency. ; ; 

This year we have entirely too much under the present circum- 
stances, but a year or two ago we did not have enough. So that 
is the situation. 

Mr. Kirrrie. Is the cost of having these vaccines administered high, 
and may this prevent anybody from getting it? 

Mr. Beestey. In my opinion, it should not. I do not believe I have 
had anyone, since we started to sell polio vaccine 5 years ago, complain 
about the cost of the product. 

In the beginning, the cost of the vaccine, as I remember it, was 
only a little over a dollar plus the cost of the physician’s fee, and now 
the cost of the vaccine is much less than that. 

As you probably know, many areas of the country are using what 
they call dollar clinics, whereby a patient may go in and get a shot of 
polio vaccine for a total cost, including the physician’s fee, of $1. That 
certainly is reasonable. 

I don’t think that anyone is being deprived of polio vaccine because 
of the cost. 

Mr. Kirrrm. Do you have any demand for these vaccines from 
abroad ? 

Mr. Berstey. Yes, we do. It is again in varying degrees, depend- 
ing on the interest of the health authorities and the medical pro- 
fession, and the people of the country, in countries concerned. 

Senator Keravuver. That was a very good question, Mr. Kittrie. 
Do you want to pursue it ? 

Mr. Kirrri. No, thank you very much. 

Senator Keravuver. When you destroy this product, what tax credit 
do you get, Mr. Beesley ? 

Mr. Brestzy. Well, we get-—— 

Senator Kreravuver. You get the cost of producing it? 

Mr. Berstry. The cost of producing it; I believe that is correct. 

Senator Keravuver. Then you don’t lose anything. 

Mr. Brestey. We get the actual manufacturing cost credit. I be- 
lieve that is correct. 

Senator Kreravver. Do you have your tax lawyer here with you? 

Mr. Berstry. I have an accountant in the rear of the room. Do 
you want me to have him answer the question ? 

Senator Keravver. Who is your accountant ? 

Mr. Berestey. His name is Mr. Ratliff. He is controller of our 
company. 

Senator Krravver. I think it is fine that you keep a big supply of 
vaccine on hand. If you are not losing anything when you destroy it, 
I don’t think your magnanimity is quite as great as you might have 
led one to believe. 

What credit do you get when you destroy this? 

Mr. Ratuirr. The value we are carrying it in inventory, which 
would be manufacturing cost. 

Senator Kerauver. What is that value? 

Mr. Ratuirr. Manufacturing cost. 

Senator Kerauver. And that includes overhead and everything, of 
course ? 

Mr. Ratuirr. Yes. 
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Senator Kerauver. So you don’t lose anything? 

Mr. Raturrr. No. Well, we lose 48 percent. 

Senator Keravuver. That is right. It comes off your 52 percent. 

Mr. Ratutrr. That is correct. 

Senator Keravuver. So you lost just about half of it? 

Mr. Ratutrr. That is right. 

Senator Kerauver. The Government loses the other half. 

Mr. Ratutrr. That is correct. 

Mr. Brestey. Mr. Chairman, may I supplement Mr. Ratliff’s 
statement ? 

Senator Keravver. Yes, sir. 

Mr. Beestey. I believe that—Mr. Ratliff, I hope you will correct 
me if I am wrong in this, but we do not get to include in this manu- 
facturing cost the large charges that we have for research, for the 
developmental cost of the vaccine, and somewhere along the line those 
have to be paid for. Now, then 

Senator Kerauver. You didn’t create it. This was created by Dr. 
Salk. Anyway, you charge off research separately against your tax. 

Mr. Berestey. That is correct. But somewhere along the line it 
must be paid for with something. 

Senator Kerauver. Yes. I think it is fine. I want to compliment 
you. Anyway, the Government bears part of the cost. But I feel 
like Mr. Kittrie. Before this material becomes obsolescent or obsolete, 
or reaches the 6 months’ expiration period, something ought to be done 
with it, if people need it—people in other countries or in our country. 
I think it 1s a very good question: why don’t we have some distribu- 
tion method, maybe through our Government aid program ? 

, Mr. Brestey. That would be a very interesting project to explore, 
enator. 

Senator Kerauver. You have offices and manufacturing plants in 
many foreign countries. Why couldn’t you do something about it? 

Mr. Brrestey. We only manufacture polio vaccine in this country. 

Senator Keravuver. But you have distribution outlets in all these 
other countries ? 

Mr. Beestey. That is correct. 

Senator Krrauver. Why don’t you look into that, contact them, and 
see if you can’t do something worthwhile with this stock before it gets 
obsolescent ? 

Mr. Berstey. Well, now, Senator, we have made every attempt, 
every reasonable attempt to encourage the use of polio vaccine. Now, 
then, if the Congress of the United States wants to enact a program 
to distribute polio vaccine in countries outside the United States, that 
1s something else. 

Senator Keravuver. The trouble is that you won’t sell it to anybody, 
except at your fixed price, which is quite high. Why don’t you offer 
to sell it at your manufacturing cost to people in needy countries? 

Mr. Brerstey. Senator, you said that we were not willing to sell it. 
May I correct you? I think this is something that we would be very 
happy to consider. We have never had an opportunity to consider 
such a program before. 

Senator Kerauver. You would save 52 percent if you would sell it 


R rs cost to people who need it, would you not, Mr. 
atliff ? 
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Mr. Raruirr. Yes, we would, to the extent that it is not recouped 
in taxes—we could save that amount. 

Senator Krrauver. I read a speech one time—I was very much 
impressed with it—saying that a vial of penicillin in the hands of a 
physician in an underprivileged country was worth more in good will 
and diplomacy than a couple of tanks. That might be something for 
you to think about. 

Mr. Brrestey. We would be very happy to explore any kind of a 
program like that in which you are interested, Senator. 

Senator Krravver. I think we are all interested. I know you are, 
too. Youareafinecitizen. You havea greatcompany. These mat- 
ters should be discussed across the table—in other words, a vial of 
penicillin in the hands of a physician treating a sick child in an under- 
privileged country is worth more than a couple of tanks. 

Mr. Brestey. Indeed, in that connection, you no doubt are familiar 
with the Project Hope. Our company, in cooperation with many 
other drug companies, have made substantial contributions to provid- 
ing drugs for that project. 

Senator Hruska. Will the chairman yield? 

Senator Kerauver. Yes, Senator Hruska. 

Senator Hruska. Mr. Beesley, I suppose most of us have common 
knowledge about the use of fire equipment. Most of us know that the 
fire equipment in any standard fire station is used probably maybe 
3 days out of a month. If that is true, maybe we could ask the fire 
department why it cannot make available to communities without 
equipment its equipment during the days it is not using its trucks and 
its fire extinguishers, and so on. In that way they would be able to 
save the community that has no equipment the cost of getting equip- 
ment, and so on, and things would work out pretty well. 

I have an idea that if we asked the fire department to do something 
like that, they would say, “Well, that is fine, except we do not know 
which 3 days.” I have an idea also, in your business, when you are 
asked why can’t you ship some of this 1414 million units of Salk 


vaccine that were destroyed, why can’t you ship them to Russia or 
Rumania or Persia 


Senator Kerauver. India. 

Senator Hruska. India, maybe. India is a wonderful place for it. 
But the question arises, during the 6-month period in which it is good, 
when can it be shipped? It is good for 6 months. Are we going to 
ship it at the end of 3 months? Are we going to ship it at the end of 
5 months? And, if so, it will take 3 or 4 weeks to get there, and it 


would not be worth anything. Isn’t that one of the proctical prob- 
lems? 


Mr. Beestry. Indeed, it is. 

Senator Hruska. And if you knew it would be surplus to begin 
with, vou would not manufacture it, would you ? 

Mr. Beestry. No, indeed. 

Senator Hruska. Isn’t that the problem? 

Mr. Breestey. That certainly isan important facet of it. 

Now it take 6 months to produce the vaccine. 


Senator Hruska. So there is a leadtime of 6 months to start out 
with, is there not ? 
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Mr. Beestey. That is right. Right now we have to decide in our 
business how much polio vaccine we are going to manufacture for sale 
next summer. Currently it does not look like we are going to manu- 
facture very much, because of the large inventories that we have. But 
on the other hand, if they become outdated, we are going to have to 
have some surplus. 

This is quite a guessing game, as we operate it now. We have ab- 
solutely no assurance of any sale. 

Senator Hruska. It has been suggested here that you do not lose 
anything, because you get a tax credit. That is not exactly the way it 
works, is it? Isn’t this just about the way it works? Obviously, if 
you, let us say, manufacture 29 million units of Salk vaccine, and at 
the end of a given time there are returned 1414 million, it means that 
the cost of production for the units that you sold is just double, does it 
not? 

Mr. Berestey. That is right. 

Senator Hruska. So that when you do charge that cost of produc- 
tion and distribution and everything else off, you are not saving 48 per- 
cent, you are simply cutting your loss by 48 percent; isn’t that what 
it is? 

Mr. Berstey. That is correct. 

Senator Hruska. Because if you were saving that much, if it was 
an actual saving to you, then you should go on producing indefinitely 
and in tremendously big quantities so you could save more at the end 
of the time when you should discard this obsolescent material. Is 
that not right? 

Mr. Beestey. You are certainly correct, sir. 

Senator Hruska. So the record should show that you are not sav- 
ing the 48 percent. What you are doing is cutting your loss by 48 
percent, because you are able to charge 48 percent of your loss off by 
charging it against cost of operation. 

Mr. Brestey. That is correct. 

Senator Keravver. Of course, the discussion went around the point 
of why not save the 48 percent by selling this material, or working out 
some program for its distribution before it becomes obsolescent. The 
fire department analogy I don’t think quite holds up because the fire 
is always burning insofar as the need for penicillin is concerned. 

Mr. Bers.ey. Senator, may I make this point, please? 

_ Senator Kerauver. There are always people who have not been 
immunized. 

Mr. Brestey. Let me pose a hypothetical situation here. 

Senator Kerauver. Let me finish my statement, then you propose 
anything you want to. 

Mr. Beestry. Excuse me. 

Senator Krravuver. In certain uncommitted nations—we sometimes 
refer to them as newly developing nations—where there is a great deal 
of sickness, more than we have here, there is always the need for 
penicillin. It is not just once a week, as in the case of the fire depart- 
ment. All the reports show that they need immunizing by penicillin, 
and polio vaccine, particularly the Salk vaccine. 

We send tanks to nations of Asia by plane, in a matter of hours. 
Penicillin or Salk vaccine does not take much space. You have your 
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own distribution system. Mr. Kittrie brought up to a very good pur- 
pose, I think, that there ought to be some consideration of saving 
yourself this 52 percent loss, of getting these drugs in the hands of 
people who need them and can use them, and making an instrument 
of diplomacy out of the bounty and abundance we have in your 
manufacturing plant. Do you think that is a good idea ? 

Mr. Beestey. We would be very happy to work with any authori- 
tative body in developing such a program. Senator, the point—— 
Senator Kerauver. Yes, now you pose your hypothetical matter. 

Mr. Brestey. The practical problem that we face, of course, is that 
we have this 6 months’ leadtime on production. We make an inven- 
tory. Now, then, who can say 6 months ago that we are not going to 
have a polio epidemic in the United States? And I can well visualize 
that the manufacturers of polio vaccine would be under very serious 
criticism if, per chance, we sold most of our inventory to countries 
outside the United States, and we were unable to supply the need 
within this country. 

Now, that is the practical problem. 

Now, in whatever kind of a plan would be worked out, it would re- 
quire, in my opinion, planning for a long enough period of time ahead 
so that this could be developed on a production basis and developed in 
an orderly manner. 

Senator Kerauver. I realize that and I do not know of anybody 
better able to plan a long way ahead than Eli Lilly & Co. 

Mr. Brestry. Thank you, Senator. 

Senator Keravuver. But let’s take what would come from this. 

We have information from the files of one of the big investment 
houses which has worked with you and worked with other big phar- 
maceutical manufacturers, in obtaining information relating to invest- 
ments, as to the cost of Salk polio vaccine. 

This report is not on your costs, but it is a report on the cost of a 
comparably efficient, large pharmaceutical manufacturing company. 
I quote: 


One cubic centimeter of polio vaccine costs the company 35 cents and is sold 
to the Government at a price of 79 cents; to wholesalers, at a price of 85 cents; 
to the drugstores, at a price of $1. The suggested retail price for 1 cubic 
centimeter is $1.60 to $2 per cubic centimeter. 

This is not your company; this is hypothetical, a comparable com- 
pany. The date is October 10, 1955. 

So the cost to this company, anyway, is 35 cents per cubic centimeter. 
So it would seem between the margin of 35 cents a cubic centimeter, 
79 cents to the Government, and $1 to the drugstores, there ought to 
be some room for getting the price down where more people can buy 
the product. When you see this material reaching the 6 months’ 
limit, maybe you could sell it before that time to the Government. 

The differential here seems to be between 35 cents in manufacturing 
cost, and the price to the Government of 79 cents. 

Mr. Beestry. I thought, Senator, that this hearing was going to 
be on the subject of antibiotics. I did not come prepared—— 

Senator Krravuver. Mr. Beesley, you brought up the subject of 
Salk vaccine. 

Mr. Beestey. I am glad to discuss it briefly. We do not have de- 
tailed information here, but I happen to have in front of me our 
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current Lilly pricelist, and our price today that we will sell one vial 
of polio vaccine to any drugstore—or who is in the United States 
for—bear in mind that this contains nine doses, 9 cubic centimeters. 

Senator Kerauver. How many cubic centimeters? 

Mr. Brrstey. Nine. 

Senator Keravuver. Nine cubic centimeters ? 

Mr. Brestey. Nine cubic centimeters—that is, nine doses—-and the 
price is $2.58. Per dose to the drugstore, that is 29 cents. 

Now, then, I don’t recall the prices that you quoted there, but it is 
a substantial reduction. 

Senator Kerauver. This was dated October 10,1955. 

Mr. Berstey. That shows, Senator, the traditional pattern of this 
industry of reducing prices whenever possible. 

Senator Keravuver. Of course, I know it shows where there has 
been real competition in polio vaccine. 

Mr. Beestry. Indeed, there has been competition. 

Senator Keravuver. In vaccine there is no patent involved, so that 
as costs of production have gone down the cost to the Government 
and the cost to everybody has gone down. 

I brought this up to show the differential as of October 10, 1955, and 
to illustrate the tax point. Let us assume that these figures were cor- 
rect at that time: 

Manufacturing cost, 35 cents; sale to the Government, 79 cents; sale 
to the drugstore, $1. 

It would show that there was a considerable differential, at least as 
of that time, where sales could have been made at a lower amount and 
you could have saved on your taxes, and your losses could have been 
cut. 

Mr. Brestey. Well, now, those are not our figures. I am just not 
prepared on this subject to go into detail on poliomyelitis vaccine. 

But so that the record will show exactly what we get, may I em- 
phasize that $2.58 is the price to the retail druggist, and what Eli 
Lilly & Co. receives is 15 and 7 percent less than that amount. I have 
not figured it out, but it would be in the neighborhood of about 23 
cents per dose. 

Senator Kerauver. Of course, in order to compare these figures with 
present ones, we would have to have the present cost of production, 
which we do not have and which we are not going to ask you for, 
unless you want to give it to us. 

Senator Hruska. However, Mr. Chairman, if I may interject—— 

Senator Kerauver. I wanted to bring out the point that I was 
trying to make, and then I will yield to you, Senator Hruska. 

I was just trying to demonstrate, as an example, that you could have 
done something to have sold or given away or made some arrange- 
ments for distribution of the polio vaccine at manufacturing cost; 
that is, assuming as of this time your manufacturing cost may have 
been around 35 cents a centimeter. If that were true, then you would 
have saved your company 18 cents a centimeter. 

Mr. Beestey. But, Mr. Chairman, may I elaborate? You quote 
there. I don’t know if those figures are correct, but let’s assume for a 
moment that they are correct. You quote there a manufacturing cost, 
a manufacturing cost, now, of 35 cents; and that does not include any 
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selling expense, any research expense, any advertising, any promotion, 
or anything like that. 

That is 35 cents. 

Today we will sell a centimeter of vaccine to anyone who wants to 
buy it, and happy to do it, at 23 cents. That is less than the manu- 
facturing cost that you quote. 

Senator Krravuver. Yes. Of course, if you refer to your price of 
October 1955, I am sure it would have been considerably more. 

Mr. Berstey. Well, maybe so, but this is an illustration of the tra- 
ditional pattern of our industry. I pointed out yesterday in my open- 
ing statement about the indexes that showed the declining trend over 
the years, the pattern of declining prices of our company, and this 
certainly bears out that kind of a trend. 

Senator Keravuver. The only point I was making—whether the 
cost was 35 cents a ec. for manufacturing or 55 cents, or whatever it 
may have been—is that if you sold at your manufacturing cost, you 
would have saved your company 48 percent. 

Mr. Berstry. We are selling at less than that manufacturing cost 
today, Senator. 

Senator Kreravver. You mean less than your manufacturing cost ? 

Mr. Berstry. Than the manufacturing cost you quoted. 

Senator Krerauver. No. This is the 1955 manufacturing cost, sir. 
Anyway, I think we all get the point. Senator Hruska? 

Senator Hruska. Mr. Chairman, I understand the question to be 
this: 

There was a citation of manufacturing cost, as IT understand it, of 
35 cents for 1 cubic centimeter, for 1 cc. The date was not given 
at. the time, although it was later, and there was a drugstore price 
of $1 for that unit. 

The question was: Why don’t you sell it for less and maybe you 
would sell more and you would not have so much left on hand ? 

As I understand your testimony, currently you are selling the dose 
to the drugstore or to the hospital for 29 cents, less 15 percent discount : 
and, personally, I would consider that that is the answer to the question 
the chairman originally proposed. 

Did you understand, Mr. Beesley, that the 35 cents was manufac- 
turing cost or that it was gross cost ? 

Mr. Brrstry. I understood the chairman to say it was manufactur- 
ing cost ; not gross cost, sir. 

Senator Hruska. I do not know what the exact citation from the 
authority is. Does it say manufacturing cost ? 

Senator Krravuver. Yes. as of October 10, 1955. 

Anyway, that is according to the investment house investigating 
the costs of another company. 

Senator Hruska. If it is manufacturing cost, that would be totally 
in keeping with so many exhibits already placed into the record in 
these hearings, that it is manufacturing costs which are of a very 
restricted area, and they do not take into consideration administration, 
overhead, transportation, sales, advertising, research and development, 
and taxes. 

T have an idea what we would have to do is to examine that 35-cent 


cost which is cited and find out how many of these, if any, it actually 
embraces, 
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However, as to the citation of that figure, if it is only manufacturing 
costs, I want to assure the witness that it is in keeping with some of 
the other citations of costs which have been given here and which do 
not give the entire and the true picture. 

Senator Kreravuver. Senator Hruska, I do not want to get into a 
discussion with you about it. The staff has been careful to get the 
best data it could and to try to give the most accurate picture it could. 

Senator Hruska. Mr. Chairman, at this time I should like to ask 
unanimous consent that there be placed in the record a news story 
which appeared in the press on September 9, 1960, in which the head- 
line reads—and it is entirely a true headline as reflecting the appear- 
ance of the chart which we had here—the headline is: “$3.91 Antibi- 
otic Sells for $51, Probe Is Told.” 

I submit that it was not the truth in that it seeks to convey the idea 
that the $3.91 is the total cost of that antibiotic. 

The chart, as well as the headline, disregarded totally the other 
items of expense, which in the body of this news article is developed 
and referred to, just as in subsequent explanation of the chart it was 
explained that the chart did not reflect any cost of advertising, selling, 
research, taxes, or dividends. 

To that extent—I do not want to make this argumentative at all, but 
I should like to have the record include a copy of this article, because 
I think it will show the gross effect of the type of evidence which we 
are getting here from time to time which is not producing the picture 
of fairness and objectiveness and the whole truth, if you please, about 
this subject matter that is before us. 

oe Keravver. Do you wish the article to be copied into the 
record 2 

Senator Hruska. Yes; I would ask that that be done. 

Senator Keravuver. It will be copied into the record at this point. 
This is an article by Mr. Charles G. Brooks, staff writer of the Wash- 
ington Star, dated September 9, 1960. I am glad to have it placed in 
the record. The headline says, “$3.91 Antibiotic Sells for $51, Probe 
Is Told.” The subhead says, “Sells for $51.” 


Then let’s read the first paragraph : 


Tetracycline, one of the most used modern antibiotics, is produced by Bristol 
Laboratories at a cost of $3.91 per 100 tablets, goes to the druggist for $30.60, 
and to the consumer, or patient, for $51, Senate probers charged today. 


It goes on to say in the article: 


Dr. Blair said the figures would leave Bristol with a gross margin of $26.69, 
and Upjohn with $31.30. He said, however, he recognizes that out of the gross 
margin must come the cost of advertising, selling, research, taxes, and dividends. 

That is in the story. 

Let me say in that connection, Senator Hruska, that the difference 
between the so-called manufacturing cost, or production cost, and the 
selling price, is called by the industry gross profit. We did not invent 
that term. We made it very clear, when the chart was put on the 
easel—and I wish it were here now; it is exhibit 69—that it was an 
estimation of all manufacturing costs for tetracycline by the Bristol 
company. Figured mathematically and correctly, that is, if you 





? This is a misprint ; as exhibit 69 shows, the figure should be $21.30. 





14122 ADMINISTERED PRICES 
charge all manufacturing costs for everything the Bristol company 
manufactured to the cost of tetracycline alone, their manufacturing 
costs would be $3.91 per 100 tetracycline tablets. The Bristol com- 
any said that of their total business, 50 to 75 percent was tetracycline. 
Ss if you deducted one-fourth from that $3.91, you would have their 
top cost for tetracycline. If you deducted one-half from that $3.91, 
you would have the lowest amount that it cost them for tetracycline. 

They would not give us a more definite picture, although we had 
it in documents, but it was objected to when we tried to put it in 
the record. I think you have seen, Senator Hruska, what their true 
production cost is. This chart, exhibit 69, is very conservative as 
to their true production cost. 

(The article referred to may be found on p. 16500.) 

Senator Hruska. Mr. Chairman, I would have to take vigorous 
exception to your statement now, as vigorous as I did last week, when 
you say that the chart has made clear, and that we have made clear. 
I say to you, and I say for the record, the chart does not make clear 
that the antibiotic therein discussed is an article which is produced 
and handed over to the drugstore for $3.91. It just is not. 

Senator Keravver. $30.60. 

Senator Hruska. No, at a cost of $3.91. The chart is totally and 
absolutely void and lacks completely any reference to those additional 
items of expense which, when they are added, means that that company, 
on that basis, didn’t get a profit of the difference between $30.60 and 
oo but a profit equal to about 9.8 percent, or 10 percent, which 
is $2.50. 

That is the thing that is so vicious about these charts. The charts 
themselves do not have these other items of cost, and they should not 
be put out on that misleading basis because the impact upon those who 
view that chart is that the Siictac for the manufacturer is the dif- 
ference between the $3.91 and the $30.60 figure. 

To the extent that it is said that it is made clear, [deny it. Now, sub- 
sequent testimony might, but the chart does not. 

You can say gross margin if you want to; you can say gross profit 
if you want to. But if the end result is the type of headline which 
is produced—and it is true, and the chart is true, but it is not wholly 
true. And if we are here engaged in a search for the truth, I submit 
that that is a subversion of that idea. 

I would also like to suggest this, Mr. Chairman, because the article 
recites that: 

Chairman Kefauver overruled an attempt by Senator Hruska, Republican of 
Nebraska, to consider the evidence in closed session. 

I made no such request. The request I made was for the chart to 
portray these other items of cost which consist of cost of advertising, 
selling, research, development, taxes, and dividends. The only thing 
that I contended for, by way of secret submission, were the exact cost 
figures on a specific product, which are disclosed pursuant to evidence 
which was submitted in camera to the Federal Trade Commission in 
connection with one of its hearings. So that, I think, for the record, 
should probably be said. 

But I still contend, Mr. Chairman, that the net effect of this type 
of evidence, where we take a selected segment of the gross cost of a 
product, and say that the difference between that and the selling price 
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is gross profit or = margin, or whatever you have, that it is a 
misleading and unfair way of ag oy me. Sap problem. 

Mr. Beestey. Mr. Chairman, may I make a comment ? 

Senator Keravuver. No, I want to make a comment first. 

Senator Hruska asked that certain testimony giving the breakdown 
and details of what went into the cost of production be considered in 
executive session, as well as certain documents that had been placed 
before the Federal Trade Commission in camera. The record will 
speak for itself on that point. 

After discussing the matter with Senator Hart and other members, 
and since we had a reliable though very, very conservative figure on 
the cost of production, I had decided not to put in the record the 
breakdown of that cost of production. Dr. Blair figured that Bristol’s 
cost of production of 100 tablets would be $2.45. That was just the 
manufacturing cost for the bulk product. But when you add the 
actual costs, it shows very clearly that $2.45 is a conservative figure. 
Dr. Bowman took no exception to it. He objected to putting into the 
record the actual cost, which we did not do. But the $2.45 is a very 
conservative figure. 

Added to that, which is plainly shown on the chart, exhibit 69, is 
the cost of capsuling, which was explained to have been taken from 
Upjohn’s cost, and which was a very small amount. Added to that 
were the royalties, which brought the total amount to $5.03. When 
Dr. Blair presented the chart, he stated, and then I pointed out, that 
whereas this was listed as gross margin, companies usually list it as 
gross profit, and that it does not include sales, research, advertising 
profit, distribution, dividends, and so on. 

I want to say from my viewpoint that Mr. Brooks’ article in the 
Star is fair, it is good reporting, and presents, in my opinion, all 
sides of the matter. 

I have here another exhibit. I intended to include it the other day. 
It does not include Bristol’s cost of production; it does include their 
own figures of how much gross profit—and let’s say gross profit does 
- include all of these items we are talking about—they made on sales 
0 





Senator Hruska. Mr. Chairman, is it the chairman’s idea that he 
will disclose the content of an exhibit that we agreed would not go 
into the record? If you are—— 

_ Senator Kerauver. You raised the question. I said that I wouldn’t 
insist that it be put in the record the other day. But you raised the 
question. 

Senator Hruska. Mr. Chairman, if the chairman will yield, I did 
not raise this question at all. Here we have a talented and a very 
resourceful economist who computes a chart to a given point. With 
all of his talent and with all of his resources and intellect, if he can 
estimate the cost of capsuling and finishing and packaging and roy- 
alty, he is smart and intelligent enough to estimate the rest of those 
costs, without reference to any specific information on a specific 
product. That is all we asked for. That is all I asked that go on 
the chart. I think in fairness to our colleagues in the Senate, they 
should have that figure, so that they will not be besieged by corre- 
spondence which will ask them, “Why do you tolerate a wholesaler 
getting out of an expense of $3.91, the whole figure of $30.61?” 





14124 ADMINISTERED PRICES 


So I made no reference to the cost of a specific thing. All I asked 
for was the chart, if it is submitted at all—and the testimony will 
show that, and the record will show that. If it is submitted at all 
with a part of the story on an estimated basis, the rest of the story 
should be told on an estimated basis. That can be reconstructed on 
the same basis that this one is. That is all I asked for. 

If the chairman wants to go ahead and put in the record something 
that was agreed would not go in the record, that’s his prerogative 
because he is the chairman. I will get along the best Ican. I suppose 
everybody will. 

Senator Kerauver. All right. 

Mr. Bevstey. Mr. Chairman ,may I make a comment? 

Senator Keravuver. Let me say that Dr. Bowman, the other day, 
when he testified, gave us the figure of $25.27 by averaging all buyers, 
which includes the druggists, the w holesalers, the hospitals, the Gov- 
ernment; in other words, all buyers. He made no objection to the 
breakdown contained in this chart with the explanation that adver- 
tising, selling, research, and so forth, was part of the gross margin, 
or in his terms, the gross profit. 

He also said, of course, that $30.60 was the price to the druggist 
before the recent 15 percent discount went into effect. So with those 
explanations, he made no objection to it. 

Senator Hruska. Mr. Chairman, he also added one other thing, that 
his company did not sell to druggists, therefore did not get $30.60. 
They sold to wholesalers, and the wholesalers sold to druggists. 

You see, there are other things which will appear in the record 
and it will speak for itself. 

Senator Krrauver. The record will speak for itself. He said he 
sold some to retailers 

Senator Hruska. A minimal amount. Those are the exact words of 
the witness. 

Senator Krrauver. We have the records about how much he sold 
to druggists. It is a substantial amount, though not as much as he 
sold to wholesalers. 

Anyway, we will get on. 

Mr. Brestey. Mr. Chairman 

Senator Kerauver. Since the question has been raised, we will put 
in the record, however, a memorandum of September 9, 1960, by Dr. 
Blair and Dr. Measday, to Mr. Dixon, which discusses whether this 
should be called gross margin or gross pr ofits, and gives examples of 
the industry’s use of the term “gross profits,” or the term we have 
used, “gross margin.’ 

Senator Hruska. las that already in the record ? 

Senator Krravuver. No, it. is not in the record. We find that the 
industry itself uses the term “gross profits” for the difference between 
its manufacturing costs and what it finally receives for its product. 

We will make this exhibit 123. 

(Exhibit No. 123 may be found on p. 16255.) 

Senator Krrauver. You have heard the discussion, Mr. Ratliff. Is 
that the industry term? 

Mr. Raruirr. Generally we do use the term “gross profits,” but they 
are used interchangeably, too, Senator, and I think you will find in 


ordinary terms gross profit and gross margin would not be understood, 
or be differentiated. 
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Senator Krravuver. In other words, whether you call it gross mar- 
gin as on this chart, or gross profit, that is an industry term, and it is 
understood. 

Mr. Ratuirr. I think the implication of it would be the same 
regardless of the term you used. 

Senator Kerauver. Then the difference between your production 
costs and what you finally get for your product is gross margin or 
gross profit, is that correct ? 

Mr. Raturr. Yes. And that is essentially an accounting term. 

Senator Keravuver. All right. Let’s get on. 

Mr. Breestry. Mr. Chairman, may I make a point, please ? 

Senator Krerauver. Yes. 

Mr. Beestey. First of all, I want to point out—I am sure there is 
no mistake about this, but 1 want to point out that the chart that is 
being displayed over there has absolutely nothing at all to do with 
Eli Lilly & Co. 

Now, then, the term “gross margin”— 

Senator Keravuver. It has no resemblance to persons actually living 
or dead [laughter] except coincidentally. 

Why don’t you get up a similar chart on your product, Erythro- 
mycin ? 

‘Mr. Berstey. I would like to point out that the term “gross margin” 
and the way it is understood generally in my opinion is misleading. 
Mr. Ratliff is quite correct that it is commonly and currently used by 
accountants. But I would like to suggest that for the understanding 
of people generally, that a term as follows would be much more in- 
formative: “Other expenses and profit.” That is what is included in 
the term “gross margin” in accounting terminology. 

Senator Kerauver. That is the explanation that is always made. It 
was made in Mr. Brooks’ article, that it did not include these other 
things. Do you want to say something else? We have to get on. 

Mr. Berrstey. I would like to say just one thing more, please. 

Senator Keravuver. Yes. 

Mr. Brestey. We talk about the fact that gross margin does not in- 
clude sales expense, research expense, advertising expense, and so on, 
and yet, I wonder if it is generally understood how many expenses it 
does not include. 

I have here a list of the general operating expense functions of Eli 
Lilly & Co. that are not included in our manufacturing cost, and I 
would like to submit this for the record. 

There are 128 items of expense that we must pay for that are not in- 
cluded in manufacturing cost that must come out of the term that we 
have been using here this morning of “gross margin.” 

Senator Kerauver. Will you give your cost figures with these? 
It would be more meaningful if we had the figures, wouldn’t it? We 
have not asked for your manufacturing cost on Erythromycin. We 
presented no estimate. But if you want to give the percentage or the 
figures with these, it would be a great deal more meaningful. Can 
you do that ? 

Mr. Brestry. Senator, those cost figures, I am sure you well realize, 
represent very confidential information; that if they were revealed, 
would be of a competitive advantage to our competitors. 

Senator Keravver. I will tell you frankly you all have about the 
same cost figures. I have seen all of them and I do not know how it 
would be of advantage to one company or the other. 
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For a difference of 1 or 2 cents on an item that sells for as much as 
these drugs do, I do not see any sense in all the secrecy, frankly; or 
what ie are fussing about. Your costs, Bristol’s costs, Upjohn’s cost, 
are all within a very, very narrow range. 

Mr. Brrstey. May | point out that in my opening statement yester- 
day we revealed how much return on sales, how much return on gross 
assets, we make on antibiotics and on our general line. 

Senator Krravuver. We will make this exhibit 124. 

(Exhibit No. 124 may be found on p. 16257.) 

Senator Krerauver. If you can furnish us any percentages or figures 
following all these individual expensive items, it would be very help- 
ful tous. It would be meaningful then, sir. 

Senator Hruska. Mr. Chairman, if the chairman would yield. 

Senator Keravuver. Yes. 

Senator Hruska. It was suggested that the cost of production is 
just about the same within a penny or two here or there. 

I venture to read from exhibit 160 in these hearings covering drug 
operations only of 20 major drug companies, and I read from 4 of them 
under “cost of goods”: 

Smith Kline & French, 23.5 percent. 

Carter Products, 19.2 percent. 

American Home Products, 27.3 percent. 

Ciba, 19.2 percent. 

I will let the judgment of the witness or of the reader of that record 
determine whether it is a few pennies this way or that way. 

Senator Kerauver. Of course, you are taking different companies 
which make different things. One makes tranquilizers; one makes 
corticosteroids; one makes something else. 

What I am talking about is that in a particular drug, particularly 
in antibiotics, on the cost of production of the finished bulk material, 
the range is very, very, very narrow. 

If you produce by the fermentation process, the cost of production 
is about the same. If you make it synthetically, as Parke, Davis 
does on Chloromycetin, the cost of making it is somewhat lower. 

Mr. Beestey. I do not know anything about the costs of any other 
company, Mr. Chairman, but I just want to point out once again, for 
the last 10 years we have averaged making 7.3 percent of the assets 
that we use in making antibiotics. 

Senator Keravuver. All right. We will go on to some other matters. 

That was on your sales at that time? You said on net worth. 

Mr. Brrstey. I said on total assets, Mr. Chairman. Just a moment, 
on sales, it was 10.5 percent on antibiotics during that 10-year period. 

Senator Kerauver. And on all products, 13.3 percent. 

Mr. Berstey. That is correct. 

Senator Kerauver. Your accountant is here. How much return 
did you make on net worth; not assets employed, but on net worth?! 

Mr. Raruirr. Our return on net worth for the 10-year period, Sena- 
tor, was 14.4 percent. ; 

Senator Kerauver. That is the same period that you have listed in 
your statement ? 

Mr. Ratutrr. Yes; that is correct. 

Senator Kreravver. So on antibiotics, that should be 14 point what? 

Mr. Rarturrr. No, that is total net worth. You see, you find—— 

Senator Keravuver. Let’s get the figure you gave us. You said on 
net worth your return over the 10-year period was 14 point what? 
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Mr. Ratuirr. 14.4. 

Senator Kerauver. 14.4 in place of the 11.2? 

Mr. Ratuirr. It compares to the 11.2. 

Senator Kerauver. Yes, sir. All right, we are getting more in- 
formation now as we go along. 

While you are here, Mr. Ratliff, we had the Idaho Power Co. 
testify some years ago on rapid amortization. I notice you talk about 
this Tippecanoe plant which you built and that you did not get to 
use it for quite a while because you did not need it for penicillin, and 
later on you did need it for something else. 

You were granted a rapid tax writeoff on the building of that 
slant ? 

Mr. Rarutrr. Partially. 

Senator Kerauver. What percentage? 

Mr. Ratuirr. It was roughly 40 to 50 percent, taking the overall, 
as I recall it, Senator. 

Senator Kerauver. That was granted on the basis that the Nation 
needed, or our armed services needed, penicillin ? 

Mr. Ratuirr. Yes. 

Senator Kerauver. And then you never manufactured penicillin ? 
You manufactured a new antibiotic called erythromycin? 

Mr. Brestey. May I answer that, Senator? 

Senator Kerauver. You manufactured the new drug. You said 
that it was not until 1954 that manufacturing actually began there, 
and then not on penicillig for which the laboratories were constructed, 
but on Lilly’s new antibiotic, erythromycin. 

Did that make any difference in your rapid tax writeoff? You had 
the patent on erythromycin. That was your product that you kept 
up substantially at the same level with the other companies. 

Did you get permission from the Government for your rapid tax 
writeoff when you did not use it for the purpose that you were given 
your rapid tax writeoff ? 

Mr. Raruirr. I do not believe any such permission is necessary, is 
it, Senator? 

Mr. Breestey. May I answer that question, Senator? 

Senator Kerauver. Yes, sir. 

Mr. Breestey. The rapid writeoff was granted because it was de- 
sirable, thought to be in the Nation’s interest to increase the produc- 
tion capacity for antibiotics; not necessarily penicillin, but antibiotics. 

Senator Kerauver. I just asked Mr. Ratliff, and, of course, you 
know better than he if it was because of the great necessity for peni- 
cillin at that time. I believe we were then in the Korean War. 

You say on page 11 of your statement that the war was in progress. 

The demand for Lilly penicillin showed signs of outstripping the company’s 
capacity. We decided to build a new plant that would enable us to satisfy 


all our civilian requirements—and still provide substantial production for the 
military forces, if needed. 


I take it on that basis you were allowed your rapid tax writeoff. 
Then you did not use it for that purpose. You used it for erythromy- 
cin on which you had a patent and which you sold for a pretty high 
price. 

Mr. Brerestey. We were losing money at that period, Senator, and 
you recall our profit figures on antibiotics. 


35621—61— pt. 24-34 
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Senator Keravuver. I just wondered, when you get a rapid tax 
writeoff for one purpose and you use it for another purpose, whether 
it is still a valid rapid tax writeoff. 

Mr. Brestey. Senator, it is my impression that the rapid tax write- 
off was granted for the purpose of an antibiotic plant; not for a 
penicillin plant. 


Now, I haven’t checked that particular point, but that is my recol- 
lection. 

And a fermentation or an antibiotic plant has multiple uses, so that 
a plant designed to produce penicillin with very few modifications 
could make erythromycin, could make most any other antibiotic that 
could be produced by that fermentation technique. 

Now, then 

Senator Kerauver. The point is, as I understand it, that there is 
not much difference in the method of manufacturing penicillin and 
any broad-spectrum antibiotic like erythromycin; that is, where you 
use the fermentation method; is that not correct ? 

Mr. Berstry. In general, yes. 

Senator Krrauver. But the point is: What did you say on your 
application for a rapid tax writeoff ? 

Mr. Berstry. I don’t know, Senator. 

Senator Keravuver. Did you stress penicillin? Maybe Mr. Ratliff 
knows. 

Mr. Ratrirr. No, I am afraid, Senator, that I did not attach the 
same importance to the word “penicillin” thet you are giving it when 
I gave the answer to the question. 

‘Senator Krrauver. I am only attaching the importance that Mr. 
Beesley attached to it. He said that was why the plant was built. 

Mr. Raruirr. I don’t know, other than what Mr. Beesley said; that 
it was for antibiotic production. 

Mr. Brestey. It may be—I don’t know what was said on the appli- 
cation. but it may have said penicillin; I don’t know; because I want 
to point out that this plant was planned, and I believe this tax write- 
off permission was granted about 1951; and at that time Eli Lilly & 
Co. was only making penicillin. 

So it may very well have s said penicillin, I don’t know, but I am 
confident that the intent was to increase the capacity available in this 
country to make antibiotics. 


Senator Kerauver. Very well. That is a legal point I thought 
should be cleared up. 

Mr. Brestry. In connection with the matter of the tax writeoff, 
I would like for Mr. Ratliff to comment further on this, but that 
merely defers taxes. 

Senator Hruska. Mr. Chairman, would the chairman yield? 

Senator Kerauver. Yes, I yield. 

Senator Hruska. Sometime the tax writeoff is mentioned as though 
it was an ugly term, an awful term; that it is the forgiving of taxes; 
that it is something of benefit to the manufacturer who receives the 
warrant for the early tax writeoff. 

The fact of the matter is, is it not, Mr. Ratliff, that in this particu- 
lar instance that tax writeoff worked to the detriment of Eli Lilly & 
Co., if I read this record right, for this reason: Construction started 
in 1951. Presumably, the tax writeoff would be over a period of ° 
years, if that is the period for which it was prescribed. 
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There was a time after it was completed that that whole plant was 
put in mothballs with a maintenance expense of $100,000 a month, ac- 
cording to the statement at page 11. 

During that year, the tax writeoff would have to be taken, would 
it not? 

Mr. Ratuirr. That is correct. 

Senator Hruska. So that when the plant was put back into shape, 
and put into production, and profits were made from it at that time, 
a major part of the early tax writeoff was done, and you did not have 
the benefit of the depreciation on that plant to set off against the high 
profits, the relatively high profits, which were made as a result of the 
operation of the plant. Isn’t that the way it worked out in this 
instance ¢ 

Mr. Ratuirr. That is correct. 

Senator Hruska. So that you paid more taxes when the plant actu- 
ally started operation than you would have if you had had a straight 
level depreciation rate. 

Mr. Rariirr. We paid less taxes—more taxes after we got into 
profitable operation. 

Senator Hruska. Because you did not have the depreciation to 
knock off. Sothere isn’t anything forgiven. 

The Government did not forgive a thing, except the help, by defer- 
ing taxes, to get a plant into a position where it had capacity that 
would be ready for the Nation’s emergency needs if it turned out 
that way. And, if they had been able to foresee the Korean war and 
its needs, they wouldn’t have even asked you to build a plant, and you 
probably would not have built it. 

And, besides, it was national policy. It was a law passed by Con- 
gress. And industries were asked to do it that way; and it seems to 
me, if there is any implication of something that is undesirable or 
not in order, perhaps Congress should shoulder its share of the blame, 
which I do not think there is. 

Senator Kerauver. Congress limited the rapid tax writeoff in most 
cases, 

Senator Hruska. Exactly. They also passed it in the first place. 

Senator Kerauver. I am not blaming the company, Eli Lilly, for 
asking for a rapid tax writeoff. I was just inquiring whether a rapid 
tax writeoff granted for one purpose could still be valid when the 
facility was used for another purpose in making a patented material. 

I have the exact amounts here that you were allowed in your write- 
offs. This had been an airplane-propeller plant. You had an appli- 
cation on an airplane-propeller plant at Indianapolis. 

Mr. Beestry. That is correct. We bought—— 

Senator Keravuver. The cost to the Government was $5,941,000, 
and price to your company was $2,500,000. Of course you had todo a 
great, deal of modernization, and so forth. Lilly was authorized to 
spend $6,400,000 in Indianapolis, and $16,500,000 at Lafayette, Ind., 
a total of $22,900,000. About 50 percent of this, $12 million, was 
approved for rapid tax amortization. 

You are familiar with those figures, Mr. Ratliff ? 

Mr. Ratuirr. I do not have them with me here, Senator. 

Senator Krrauver. Are they according to your recollection? These 
are taken from the official tax records. 

Mr. RaturFr. I think they are approximately right. 
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Senator Keravver. All right. Let’s go on to something else. 


I notice in your statement on page 14, at the bottom of the page, you 
are talking about licensing. 


For example, our licensing of penicillin V in the United States has been lim- 
ited—because by the time this product was introduced we had greatly expanded 
our investment in antibiotic facilities and could readily supply all foreseeable 


needs. 

Who did you license there, Mr. Beesley ? 

Mr. Brsstey. We licensed Wyeth Laboratories, a division of Ameri- 
can Home Products. 

Senator Kerauver. You also licensed Abbott Laboratories? 

Mr. Brrstey. They held the right to manufacture under an early 
cooperative research agreement which was entered into at the recom- 
mendation of the Office of Scientific Research and Development dur- 
ing World War II. 

enator Kerauver. After Wyeth and Abbott were given their li- 
censes from you, then all three of you sold at the same price—$3.25, 
for the 2-ounce bottle. 

Mr. Beestry. Two-once bottle of what, Senator? 

Senator Keravver. Penicillin V. 

Mr. Beestey. It is usually sold in tablets. 

— Keravver. Correction. Penicillin V is usually sold in 
tablets. 

Mr. Brestey. We have tablets. It may have been a suspension you 
are referring to. Iam notsure. 

Senator Kerauver. Anyway, you, Abbott, and Wyeth all sold at 
~ same price after you licensed them. That is what our records 
show. 

Mr. Brestey. And what is your question, Senator? 

Senator Kerauver. My question is, Why did you not license some 
of these small companies that wanted to be licensed and that were 
selling at a lower price? 

Mr. Beestry. May I point out there were two other companies who 
had a right to license, and could have made the product if they wanted 
to, and for some reason they never have elected to do so. Those two 
are Upjohn and Parke, Davis. 

Senator Keravver. I am talking about—— 

Mr. Brestey. And may I say that that resulted from their original 
cooperation in this research agreement during the World War II days. 

Senator Kerauver. The point is that there are companies in the 
penicillin field, which have been tested by MMSA and found to meet 
the standards—Penhurst, Vitarine, Bryant, and so forth, and which 
sell about a third of what you, Wyeth, and Abbott customarily sell 
of penicillin. Why didn’t you license some of these small companies 
which sell at a lower price? 

Mr. Brsstry. Senator, our policy is to consider our ability to supply 
the demand whenever we receive an application for a license. Now, 
then, if we are unable to supply the demand, witness a procaine pen1- 
cillin situation—we licensed procaine penicillin very widely. But by 
the time penicillin V came along, we had substantially increased our 
production capacity, and we felt that the companies licensed to manu- 
facture the product could supply that demand. 

Senator Keravuver. I know all that, Mr. Beesley. But you have 
stated, and I am willing to go along with you, that generally you 








oo - e 


~~ 


ADMINISTERED PRICES 14131 


are thinking about the public interest and of charging the lowest 
price possible. But then you licensed penicillin V to Wyeth and 
Abbott, which sell at identical prices with you. Why didn’t you 
license some of these little companies that were willing to compete 
and put the product out at a lower price, as they have done with 
regular penicillin ? 

Mr. Brsstzy. Senator, the price that penicillin V was sold for 
represents the result of competition. 

Senator Kerauver. There is no _ competition on penicillin V 
ee you, Wyeth and Abbott. You sell at the same price. You 
do today. 

Mr. ar I think there are some variations, although—well, 
I am not sure what the current price is of our competitors. But 
may I point this out, Senator 

Senator Kerauver. I know. But my question is, why don’t you 
sell to some of these small companies that are willing to compete 
pricewise, so that the public can have the benefit of real price com- 
petition, and not just trade name competition ? 

Mr. Brestey. There is competition pricewise on penicillin V in my 
opinion. Now, may I point out that the fact that products are sold 
at approximately the same price represents true competition. We 
cannot sell an identical product for a price higher than other qual- 
ity producers of that same product. 

Senator Keravver. All right, let’s stop right there. 

Dr. Blair, will you put on the board the price of penicillin as sold 
by various companies? That will be exhibit 125. 

(Exhibit No. 125 follows :) 


PENICILLIN 
WHOLESALE PRICES BY SIZE OF COMPANY 
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Penicillin—Wholesale prices by size of company, 1960 


{Potassium penicillin G, buffered tablets, 250,000 units, 100’s] 


Price 

Under $100,000 annual sales: Penhurst Pharmacal Corp__-----.-___--__ $3. 3 
$250,000 to $999,000: Bryant Pharmaceutical Corp_____----_-----_-____ 2. 95 
$1,000,000 to $4,900,000 : 

American: Phariwsacentienl Co. Bes aoe cece cececeesees 4.00 

Premo Pharmaceutical Laboratories, Inc__-..-_._-_______-____-_-- 5. 20 

I A a ct a a i 4. 60 
$10,000,000 to $49,000,000: Vitarine Co., Inc. (West Chemical Co.)_----_ 3. 60 
$100,000,000 to $149,000,000: Abbott Laboratories___._.._..__.____._._______ 11. 00 
$150,000,000 to $199,000,000 : 

MUA RRR a i ee aes 12. 00 

Nee eR RI A De eee ema 10. 98 
Over $200,000,000 : 

PGI TNA I le ee oe ee ein ed ee eke 12. 00 

RNIN ree Og a a ee ee ae 6.18 

E. R. Squibb & Sons Division (Olin Mathieson Chemical Corp.) -~----- 12. 00 


Source of data: Prices, American Druggist Blue Book 1960-61; size (company annual 
sales), Moody’s Industrial Manual, 1960, and companies. 


Senator Keravver. Mr. Reporter, will you read the last answer? 

(The reporter read from his notes as requested.) 

Senator Kreravver. The chart is not on penicillin V, but on an older 
form of penicillin. 

Dr. Blair, will you explain what the chart shows ? 

Dr. Buatr. Mr. Chairman, this chart shows the wholesale price of 
an older form of penicillin, potassium penicillin G, buffered, tablets of 
250,000 units, 100 to the bottle. Prices shown are all taken from the 
American Druggist Blue Book. 

The horizonal scale of the chart is by size of company, so that 
prices of the smallest sized company are at the left side of the chart, 
and the prices of the largest sized company are shown at the right side. 

There is, as can be seen, a considerable variation in price among the 
smaller companies and some degree of variation, though at a substan- 
tially higher level, with one exception, among the larger companies. 

Beginning at the left side of the chart, first is Penhurst Co., which 
offers the product for sale at a price of $3.30. Next to it is Bryant, 
which has the lowest price on the chart, $2.95. The Penhurst Co.'s 
annual sales are less than $100,000. Bryant’s sales are in the range 
of $250,000 to $1 million. 

Now the companies in the next class interval, $1 to $5 million, have 
slightly varying prices. Those prices are APC (the American Phar- 
maceutical Co.), with a price of $4, Rabin Co. with a price of $4.60, 
and Premo Pharmaceutical Laboratories, with a price of $5.20. 

Senator Krrauver. I think we can see those prices. 

Dr. Buatr. Now, it will be noted, Mr. Chairman, at the right end 
of the chart are the observations for Lilly, Merck, and Squibb. One 
observation has been used for both Merck and Squibb. Lilly, Merck, 
and Squibb have the highest prices of any of the companies shown on 
the chart, namely an identical price of $12. However, one other com- 
pany that falls in that size category, Pfizer, has a price of only $6.18. 
Slightly below the price of Lilly and Merck are the prices of Abbott 
and Parke, Davis. 

Senator Krravuver. Mr. Beesley, you said that the true type of com- 
petition is where your prices were the same. We had the reporter 
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read the question back. That is what Mr. Blough, of United States 
Steel, told us one time, too. 

What about this? If prices being just the same is a true type of 
competition, what do you call this? 

Mr. Breestey. Senator, may I comment on the chart? 

Senator Kerauver. Yes, sir. 

Mr. Berstey. First of all, the price that Lilly receives is not cor- 
rectly stated on the chart. 

Senator Kerauver. No, no, we didn’t indicate the price received. 

This is the price paid. The price received is an average of what 
you get from the hospitals, the Government, wholesalers, and so on. 
This is what the drugstore pays. 

Mr. Brerestey. The heading of the chart, Senator, is “Penicillin 
Wholesale Prices by Size of Company” and that is not our wholesale 
price. Ican clear it up quickly. That $12 price there is the price to 
the retail druggist, Dr. Blair, and the price that Eli Lilly & Co. re- 
ceives is less a discount of 15 and 7 percent, which would bring that 
down substantially. 

Senator Kerauver. They are all on the same basis, I think, Mr. 
Beesley. The source is given as the American Druggist Blue Book 
1960-61. All companies are treated on the same basis. 

Mr. Brestey. Here is our pricelist, Senator, which gives our terms 
of sale. 

Senator Kerauver. We are not arguing about that. If we take all 
the discounts off, it would show the same variation, I take it. But you 
have a 15-percent discount. I think others have a 15-percent dis- 
count ; isn’t that true? 

Mr. Brestey. I don’t know what the other companies have, Senator. 

Senator Kerauver. Anyway, with all the discounts, including your 
15 percent, you have this great variation, $2 and $3, or whatever it is. 
Your price is exactly $12, from the Blue Book. If you take a discount 
off, it would be something less than that. Small companies have to 
take discounts off, too. What is the matter with this kind of com- 
petition ? 

Mr. Brestry. This kind of competition is all right. 

Senator Keravver. Then why don’t you sell your penicillin to some 
of these small companies so they can give you this kind of competition ? 

Mr. Brrstey. Senator, a few moments ago I was interrupted in 
the course of my comments, and I would like to continue. When I 
said that competition caused prices of similar products to usually 
seek the same level, usually, now, then, may I just point out that— 
we were discussing polio vaccine a little earlier, and there was a 
committee of the House, the Fountain committee, who raised this 
same question, Senator, and in fact the Department of Justice raised 
this same question, and it resulted in an indictment. And when the 
case came to trial, it was tried over at Trenton, N.J., before a very 
distinguished Federal judge there, and the question was identical 
prices on similar products and how they were arrived at. After the 
course of the trial, the judge dismissed the Government’s case at the 
end of the presentation of the Government’s testimony, holding in 
effect that when there were similar items being sold at the same or 
sumilar prices that it was an evidence of competition. And a few 
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months later, we had the 7'ulsa Oil case in Tulsa, Okla., which held 
much the same thing. 

Senator Keravuver. I am familiar with the New Jersey case. It 
didn’t hold that selling at the same price was competition. It just 
held that was not sufficient evidence to constitute a violation of the 
Sherman Act. 

Mr. Dixon. A criminal violation, Mr. Chairman. 

Senator Kerauver. A criminal violation of the Sherman Act. 

Mr. Drxon. Beyond a reasonable doubt. 

Senator Krerauver. We are not contending here that you are violat- 
ing the law. There is this case that says you are not. But that is 
the very reason we are here, as to what we are going to do about 
this situation of identity and rigidity of prices. Why is it that in 
the case of your penicillin V, we can’t have this wholesome kind of 
competition we see here in the older forms of penicillin? 

Mr. Brrstry. You refer to rigidity of prices, Senator, and I would 
just like to indicate what has happened on penicillin V prices. 

Mr. Drxon. This is penicillin V you are going to tell us about? 

Mr. Berstey. Yes. 

Mr. Drxon. All right. 

Mr. Brestey. And may I suggest that the fair basis of comparison 
is the price per gram. Now, then, our product which we sell under 
the trademark V-Cillin K, tablets 250 milligrams, today has a net 
wholesale price per gram of 67 cents, and when it was originally 
introduced it was $1.12 per gram, and that represents approxi- 
mately a 40-percent reduction in price in 3 years. Now, then, I don’t 
think that that shows a rigidity of price. 

Senator Keravver. Is that 67 cents net wholesale? 

Mr. Brrstey. Net wholesale per gram. 

Senator Keravver. Is that since the 15-percent reduction ? 

Mr. Berstey. Yes, sir. 

Senator Keravver. That went into effect a few weeks ago, in Au- 
gust, didn’t it? 

Mr. Berestery. That was the latest reduction, sir. 

Senator Kerauver. Yes, and what was the previous reduction in 
your price ? 

Mr. Brrstey. May I givethe price history ? 

Senator Keravuver. No. In the price that you sell to the whole- 
saler or to the druggist, what was your previous price reduction ? 

Mr. Berstey. Senator, we introduced V-Cillin K in, I believe it 
was, September of 1957, and the product was a 125-milligram tablet, 
and it takes eight of them to make a gram, and the wholesale price, 
that is the price that we receive, was $1.12. Then we added a bottle 
of 100 size. That first package was a bottle of 50. We added a bottle 
of 100, and that brought the price down a little bit to $1.08. Then we 
had a 250-milligram tablet, and the original price on that one in 
100’s was 90 cents per gram. And that has been reduced now to 67 
cents. 

Senator Keravver. You received 90 cents per gram at what time! 

Mr. Beesey. In that size package, in 1957. 

Senator Kerauver. Then the next price reduction was a few 
weeks ago? 

Mr. Beestry. That is correct. 
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Senator Kerauver. That is a considerable time with no price re- 
duction. But the point is that some of these little companies have 
been inspected by MMSA, they make a pure product, and they have 
been approved for bidding on penicillin. Why don’t you license some 
of these little companies so they will give you some real competition, 
in order to get the price down ? 

Mr. Berstey. Senator, we hold a patent on V-Cillin, V-Cillin K, 
penicillin V. Now, then, as the holder of a patent, we think we have 
certain rights to select the number of licenses that we will have. As 
I mentioned earlier, our principal consideration is whether the de- 
mand for the product can be supplied, and we think that the licenses, 
ourselves and the other licensees, that the product can be supplie 
today. 

Senator Keravuver. Yes, sir, I know you hold the patent on it, but 
you do not want your patent to stand in the way of reasonable prices 
to the public. Some companies do license quite a number of little 
concerns which compete pricewise with them. Of course, when they 
license them, they get a reasonable royalty. I remember Ciba had a 
patent on reserpine. They license quite a number of little companies, 
and then compete with them, and the Government and all other cus- 
tomers get the benefit of it. Dr. Meleney, who is going to testify 
here later today produced a very wonderful drug, Bacitracin, and 
made it available in the public domain. I am not asking you to 
do that, but I do wonder why the companies that you license charge 
the same price that you do; it is a high price. If you think this is 
healthy competition, why do you not give some of these little com- 
panies a chance to compete? They would have to pay you a royalty 
if you licensed them. 

Mr. Benstey. Senator, we feel that the addition of penicillin V 
represented a big step forward in medicine, and we have priced it in 
relation to the general price level of our penicillin G, and at this point 
I would like to request permission to have Dr. Kirby, whom I intro- 
duced to you yesterday, comment on what penicillin V has meant to 
medicine. Dr. Kirby, you know, is an eminent clinical investigator 
of antibiotics who is not an employee of Eli Lilly & Co. He is pro- 
fessor of medicine at the University of Washington. 

Senator Kerauver. Yes, we know Dr. Kirby is a very eminent 
er of medicine and we will be glad to have him comment. 
3ut before we do so, so we can have the whole picture before us, let 
us put another chart on the board. 

Mr. Cuumprts. May I ask a question on this chart here? 

Senator Kerauver. All right. 

Mr. Cuumerts. In reference to the chart on the board, the same 
chart that we have been discussing-—— 

Mr. Brestey. Yes. 

Mr. Cuumepris. Do you know the companies that are listed in the 
category of $3.50 or whatever the full amount is, for instance, Rabin 
and Premo? 

Mr. Brestey. I have heard of the names of some of them, some of 
them I have not. 

Mr. Cuumpris. What I am interested in for the record is whether 
their operation, their business, is comparable to Eli Lilly & Co. I 
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mean, do they have the same type of plant? Do they have the same 
costs of distribution, of selling, the same costs of research, the same 
costs of advertising, the same costs of general and administrative 
expenses, the same costs of quality control where you have to have 
millions of dollars for a building to have your quality control go 
through? Is there a comparable relationship between those com- 
panies and your company? That is the first question. 

Mr. Brrestry. Mr. Chumbris, I am only eget: 5 familiar with Eli 
Lilly & Co. I am not in position to comment on the other companies 
shown in that chart. But now that that chart has been put before 
us here, just so we get a full picture, may I request, Mr. Chairman, per- 
mission to once again place before you our chart, which shows the 
return on investment, the return on assets, and the return on sales that 
we had on total antibiotic production ? 

Senator Kerauver. Suppose we get prices first and then we will get 

rofits. Your chart has han put in the record. We will be glad to 
1ave it put on the easel again, but let’s get these 

Mr. Cuumpris. Just a moment, Mr. Chairman, I have a follow- 
up question. The reason why I bring this up, Mr. Beesley, is that this 
type of chart has been brought before the subcommittee previously 
in the other type of hearings. For example, one of the witnesses stated 
in answer to Mr. Kittrie’s question, “Let’s face it,” he said, “I would 
like to be in the big leagues myself.” 

In other words, he would like to get out of the $6 category and get 
up into your category. That isin the record. Mr. Pantzer is another 
witness who sells in the lower category. He states that “Certainly I 
am selling at”—I think his figure was $2.35. He said, “But I sell only 
to institutions, and when I did try to sell to the druggist, I had to sell 
at $21 rather than at $2.35.” And he said, “Even then I could not make 
a dent in the market,” and he reverted back to the original $2.35 price. 
You can find it in the printed hearing, beginning on page 9368, where 
there was a colloquy between Mr. Pantzer and myself, with Mr. Dixon 
and the chairman joining in on the colloquy. 

That is why I ask you this question: Do you find that this chart 
reflects a picture, unless you get all of the facts as were brought out 
by interrogating Mr. Blackman and also interrogating Mr. Pantzer, 
that it may give a misleading view of the picture? 

Mr. Brrstey. Mr. Chumbris, Eli Lilly & Co. carries on activities 
which I have attempted to described here, and we put a reasonable— 
what we consider to be a reasonable price on our products. And it 
returns the type of return shown on that chart there. 

Now, then, I have doubts whether all the companies there carry on 
nearly the activities that we do. But specifically I will have to say 
that I have no definite knowledge on any one of them. 

But at this point, Mr. Chairman—— 

Senator Kerauver. Mr. Beesley, you know specifically that Pfizer 
does carry on the same general activities that you do, and their price 
seems to be about one-half of what yours is. 

Mr. Brestey. I am not familiar with the Pfizer price. 

Senator Kerauver. We have had some of these other companies here 
before us in a big way. I expect they are as large or larger than you 
are. Pfizer isa big company, anyway. 
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Mr. Beestey. Indeed. 

Senator Kerauver. They have an army of detail men. 

Mr. Brestey. Yes. 

Senator Kerauver. Just like you have. 

Allright, let’s get this other price—— 

Mr. Cuumpris. That is competition, Mr. Chairman. If Pfizer can 
sell it for six point something and he is as big as Lilly or bigger, that 
shows a true sense of competition. In other words, Lilly is compet- 
ing against Pfizer, and for some reason or other Lilly charges one 
price and Pfizer is charging another. That is the best form of com- 
petition, as Senators Wiley and Dirksen and Senator Hruska have 
stated time and time again. 

Senator Keravver. I want to say that this is about the only instance 
of competition among the big companies I have known. I want to 
commend Pfizer for it. I have had some differences of opinion with 
Pfizer and some criticisms to make of Pfizer. But I agree with Mr. 
Chumbris, that is the kind of competition that is really competition, 
and that is the kind of competition we want. 

Of course, this is on an unpatented product. Where you have a 
patented product, you and your licensees all sell at the same price, 
usually very high and rigid. 

We will put another chart in the record now as exhibit 126. 
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(Exhibit No. 126 follows :) 
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Mr. Dixon. Mr. Chairman, before you leave the other chart and go 
to the new one, Mr. Chumbris has left a misleading impression with 
his question of the witness, when he asked him whether any small 
companies had comparable operations. The small companies named 
on that chart, exhibit 125, all bid for Government business through 
MMSA. I will assure you, based on everything we have heard, those 
companies that have bid and have been successful, various times have 
had to meet very rigid requirements as to quality control. It may be 
true that they do not have a tremendous adv ertising expense, or selling 
expense, by not attempting to get the doctor to prescribe their tr ade 
name. That may be true. But I do not think we should leave any 
impression on this record as to lower quality, because those companies 
on the chart have been inspected by Food and Drug, their product has 
had to meet standards, the batches have had to be tested twice, and 
they have had to meet the very rigid requirements that were established 
by MMSA before that agency would purchase the product. 

Mr. Cuumepris. That is true, Mr. Dixon, except for this illustration. 
These people state that they do institutional buying, through the Mili- 
tary Medical Supply Agency. We had the testimony of Admiral 
Knickerbocker the other day that the price that he buys the drugs 
for from the lowest bidder is different than the price to the druggist. 
That is what I pointed out earlier. Blackman & Pantzer testified that 
most of their business is in institutional buying. They do not compete 
tothe druggist. That is why they can sell at a $3 or $4 figure, because 
they are doing strictly institutional selling, not selling to the druggist. 
If they do not sell to the druggist, the consumer has no opportunity 
of buying that particular drug, because this is institutional selling. 
Mr. Kirrrie. Just to add one point, most of these companies do not 
have the same advertising costs, but at the same time most of them 

do not have the same costs for research. 
I just wonder if the same chart could not appear in the same way 

.if we changed the heading and instead of saying “wholesale prices by 
size of company,” would we not get the same chart if we said, “whole- 
sale prices by percentage of total sales devoted to research?” I am 
sure you still get about the same type of grouping. That is, on one 
side you have the larger companies, that devote a much larger per- 
centage of their sale for research, that originated some of these drugs, 
while here you have some that are doing probably a very good job 


in manufacturing, but at the same time have not originated any of 
these drugs. 


Senator Kerauver. All right. 

Mr. Dixon. Mr. Kittrie, there is a chart in the record for 20 major 
drug ae showing that research, even among the largest, varies 
considerably, and yet the prices were identical. 

ae chart referred to exhibit No. 160, may be found in pt. 16, 
p. 9176.) 

Senator Kerauver. We understand that. Dr. Blair, will you ex- 
plain the chart, exhibit 126 ? 

Dr. Buatr. Mr. Chairman, the purpose of this chart is to contrast 
the trend in price of the old forms of penicillin with the trend in 
price of the newer form of penicillin. 

The older forms of penicillin are expressed two ways. First, 
terms of the bulk powder, the lowest curve on the chart. The middle 
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curve is the older form of penicillin, potassium G crystalline, which 
is expressed in terms of tablets. The top or the straight line on the 
chart is the price of the new form of penicillin put out by Lilly, V- 
Cillin, pulvules, 125 milligram. 

Now in presenting this chart there is no intention to imply that the 
cost in terms of therapeutic efficacy is greater or lower through the use 
of one of these forms of penicillin than through the use of another. 
The purpose is merely to show the difference in trends of price. And, 
for that purpose, all of the series have been expressed in a common 
measure, namely, billion units. 

In terms of a billion units, the price of procaine or potassium peni- 
cillin in bulk form has dropped from $800 per billion units in 1948 
to $21 as of June 1960. Particularly to be noted is the decline that 
has taken place in the last 3 years. It will be observed that the price 
has fallen from $70 in 1957 and 1958, to $21 in 1960. 

Now this trend of the bulk sales price perhaps could be regarded as 
a crude reflection of the effect of the improvements in efficiency in pro- 
ducing the product, which must have occurred in order for this decline 
in price to have taken place. In contrast to that precipitous decline, 
there is a moderate, though less extensive—particularly in more recent 
years—decline in Lilly’s price of potassiurr G crystalline tablets, which 
is one of the principal older forms of penicillin. 

Lilly’s price declined from a level of approximately $3,000 in terms 
of a billion units in 1948 to approximately $500 in 1953 and has con- 
tinued at that level until 1957, when it dropped to $425. Particu- 
larly to be noted is the absence of any further decline since 1958 
in the tablet form such as might have been expected to accompany 
the sharp and precipitous decrease between 1958 and 1960 in the price 
of the bulk penicillin. 

Contrasting with the sharp decrease in the bulk price and the moder- 
ate decrease in the tablet form, is the showing for V-cillin, Lilly’s new 
form of penicillin, which, as can be seen, is characterized by no change 
whatever since 1956, which is the earliest quotation for the product 
that we can find, through July of this year. 

Now it is our understanding that a few weeks ago a price reduction 
of V-cillin was announced. We do not know its magnitude, but I be- 
lieve it is in the order of 15 percent, something of that nature. 

Senator Kerauver. One other explanation should be made. Your 
— there are the prices the druggist pays, not the prices received by 

illy, is that correct ? 

Dr. Buatr. Yes, sir; that, I hope would be obvious—if I failed to 
make that clear I want to rectify the omission. 

The upper two series are, of course, the prices to druggists. 

Now we understand that Lilly sells practically all of its output 
through wholesalers. But if their discounts to wholesalers had re- 
mained unchanged during this time, and the price had been expressed 
in terms of price to wholesalers, the trends would have been the same. 
Whether there have been any internal changes in the company’s dis- 
count policy to the wholesaler in this time period, we do not know. 

Senator Keravver. What is the source of the information ? 

Dr. Bratr. The source of the bulk price figures are, for the period 
1948-55, the prices of the Lilly company, compiled by the Federal 
Trade Commission, and published by the Federal Trade Commission 
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in its Economic Report on Antibiotics. For the period 1956-60, 
the open market quotations, June figures, in the Oil, Paint and Drug 
Reporter. In order to make it clear that there is a difference in 
source, a break in the curve for the bulk form is shown between 1955 
and 1956. In other words, where we were able to obtain a series ap- 
plicable directly to the Lilly company, we used that series. 

Mr. Cuumerts. Mr. Chairman—— 

Dr. Barr. Could I just finish the other two? 

Senator Keravver. Let’s make it brief, too. 

Dr. Buarr. The source of the other two quotations are the Red 
Book and the American Druggist Blue Book. 

Mr. Cuumpris. Mr. Chairman, I just want to make one observa- 
tion. It says per billion units. Now we are getting into billions. 
A billion is 1,000 million, as I understand it. Soa million units would 
be $3 wouldn’t it, and it would drop down from $3 to 40 cents. I 
think the public would understand that a lot better than talking about 
a billion units. What is the average penicillin shot ? 

Mr. Berstry. The average tablet, oral dosage, of penicillin G is 
200,000 units. 

Mr. Cuumeris. 200,000? 

Mr. Brestey. That is right. 

Mr. Cuumertis. So it would take five of them to make a million? 

Mr. Beestey. A million, and it would take five tablets to make a 
million. 

Mr. Cuumeris. In other words—this is for my information—it 
would be $3, then, on a million units and it drops down to 40 cents, 
is that correct, John ? 

Dr. Buatr. That is correct, 

Mr. Cuumertis. That is all. 

Dr. Buam. As I said before, the purpose of the chart is not to con- 
trast levels, but trends. We are faced with the problem of graphic 
exposition, how to get all of these different prices on a chart; and 
the best solution we could reach was to express them in terms of a 
billion units. 

I might say that is the form of expression used by the Federal 
Trade Commission in its Economic Report on Antibiotics. 

ee Cuumerts. I would just like to get down to the common level 
on this. 

Senator Keravuver. All right, I think we understand. 

Any comments, Mr. Beesley ? 

Mr. Brrstry. Yes, indeed, I have some comment, Senator. 

Senator Keravver. All right, sir. 

Mr. Besstey. First of all, in order that we may get both our charts 
before the committee, may I ask that the chart be displayed on the 
right-hand easel showing the dollars received by Lilly for major lines 
of antibiotics? 

That is the chart that I had in my opening statement, sir. 

Senator Kerauver. That is exhibit 117.* The difference in your 
chart relates to prices paid ? 

Mr. Begstey. This is the dollars that we receive and ours is based 
on a million units. 

Senator Keravver. Dr. Blair’s chart was as to prices paid by the 
buyer. Yours is the price received by you from all sources, and I 
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take it, it would reflect changing purchases by hospitals and public 
institutions ? 

Mr. Beestey. That is correct. 

Senator Kerrauver. As contrasted to the sales to wholesalers. 
Yours is an income figure rather than a price figure, is that correct ? 

Mr. Brrstey. Ours is an income figure, that is correct. 

Senator Krrauver. All right, sir. 

Mr. Brrstey. Now, may I comment on the price shown for V-Cillin, 
Dr. Blair? 

Senator Kerauver. On Dr. Blair’s chart or on your chart? 

Mr. Brrstey. On Dr. Blair’s chart. I don’t think I am able to 
check the accuracy of all of the figures shown on Dr. Blair’s chart, but 
I am able to check the accuracy of the figures pertaining to V-Cillin, 
and in terms of a billion units, a billion units, now, the same com- 
parison that Dr. Blair has used there, in 1960-——— 

Senator Kreravver. No, he is using 125 milligrams for penicillin V. 

Mr. Brestey. I presume Dr. Blair has used our 125-milligram 
tablets as the basis for his chart, but I would like to give you the 
actual figure. 

The actual figure on the dollars received by Lilly per billion units of 
penicillin V, and that for 1960, is estimated to be $510 per billion units, 
which is, Dr. Blair, considerably lower on your scale than you show 
there, $510. ‘ 

Senator Krerauver. Mr. Beesley, you are taking the amount re- 
ceived by you. Manifestly, you sell to the Government and hospitals 
for lower amounts, and the more you sell to the hospitals and the 
Government for lower amounts, the smaller amount you will receive. 

The other quotations would be lower also, if you figured it on the 
price received. That is, the two lines that go down, on exhibit 126, 
would be lower, too, if you took it on price received. 

ne you find any objection to the straight line there as to prices 
paid ? 

Mr. Brrstry. Yes, I do; I do. 

Senator Krrauver. What is it? 

Mr. Brrstry. Well, I don’t know that I can interpolate the actual 
figures, but I can give you, based again on prices received for V-Cillin, 
since we introduced it—— 

Senator Kerauver. I mean prices paid. That is what this chart 
represents. You are saying the chart is wrong. This is on the basis 
of prices paid. 

Mr. Begstey. You can take these figures and add the amount of the 
wholesalers and retailers—no, it would be the wholesalers’ charge. 
I suppose we could come out at an approximation here. 

We could take my figures and add about a fourth to them, add about 
a fourth; isn’t that right, Dr. Blair?’ And my figures for what we re- 
ceive would be 51 cents a million; that is $510 per billion units; and to 
put it on the same basis as Dr. Blair has there, since our discount is 
= _ 7, in order to boost it back up again we add approximately a 

ourth. 

So to put it on about the same basis as Dr. Blair has attempted to 
do there, we would add maybe 13 cents, and get it up to $640. 

Isn’t that right, Dr. Blair? 
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Dr. Buarr. Mr. Chairman, we have no way of knowing the varying 
portions of Lilly’s or any other company’s output sold to the various 
types and classes of buyers, whether they are wholesalers, retailers, 
hospitals, and so forth, to each of which a different set of discounts, 
a different set of rebates, may apply. 

Sometimes special prices are made for Government sales. Now, in 
order to get the type of price Mr. Beesley is talking about, a net price 
received, that information would have to be available to us. 

It makes no difference whether the prices expressed here are in 
terms of prices to retailer or prices to the wholesaler. They would 
still show the same trends unless you had changed your discounts to 
the wholesalers during the period shown. 

If there had been a change in your discount to wholesalers, during 
the period of 1956 to 1960, the price trend shown for V-Cillin should, 
of course, have reflected that change in internal company policy. 

We do not know whether there was such a chnge. All we know is 
that this is the price reported in the Blue Book and the Red Book; 
your suggested price to the druggist was $9 for this entire period. 

Mr. Brrstey. Dr. Blair, I must submit that I am giving you the 
actual figure. 

Dr. Buarr. You are giving me an income figure; not the price figure. 

Senator Krrauver. Let’s see if we can’t shorten this discussion. 
Mr. Beesley, you give the figures that you want to. 

Mr. Brrstey. And may I point out that you do not show any price 
decline, and there has been a price decline. 

Senator Kerauver. Yes. This was prepared before the 15-percent 
reduction went into effect. 

Mr. Berrstry. Senator, there are 

Senator Kerauver. He made that point, I think, Mr. Beesley. 

Mr. Brrstry. There are some figures here that I want to mention 
for the record here. 

Senator Krerauver. Very well. 

Mr. Berstry. Because it pertains to penicillin G. The tablet of 
penicillin G that we have in our price list that has been in there the 
longest is a 100,000-unit tablet, 100,000 units. 

It was introduced back in 1947, and we received for it at that time 
$3.04, and today we receive 54 cents. That is the type of typical re- 
duction that has occurred in that period on penicillin G. 

Senator Krerauver. That is shown by that chart pretty accurately 
then, isn’t it? 

Mr. Brestey. In general, it is; that is correct. But, Senator, I 
am sure that this committee is interested in the benefit that a patient 
receives from these products. You are interested in the consumer. 

And that is the reason that I respectfully request that Dr. Kirby be 
allowed to comment at this time. 

Senator Krrauver. We are very glad to, but I think we ought to 
clarify this point : We have no way of knowing over a period of all of 
these years what your discounts from time to time to wholesalers 
would be; what your individual sales to the hospitals may be. We do 
not have that information. You don’t question the fact that the 
straight line on the chart reflects the price as listed in the Blue Book 
and the Red Book that the druggist has to pay. That is all that it is 
intended to show. 
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Mr. Brrstey. I will accept it. 
Senator Keravver. All right. 
Mr. Brrstey. I am not sure that it is correct. I have not had an 
opportunity to check it. 

Mr. Cuumpris. But, Mr. Beesley, you are before us as representing 
Eli Lilly & Co.; right? 

Mr. Brrstry. Yes, sir. 

Mr. Cuumpris. And, therefore, it should be reflected into the record 
what you get from that product because you also have to pay your 
expenses from what you get and not what the druggist gets; isn’t that 
correct ? 

Mr. Berstey. Indeed, that is correct, and that chart to the right 
shows what we get. 

Mr. Cuumeris. You are not paying any expenses for the price that 
the druggist pays? 

Mr. Berstry. That is right. 

Mr. Cuumerts. So, therefore, to keep the record straight, we should 
find out exactly what you get for the product. 

Mr. Beestey. Yes, sir. 

Mr. Cuumerts. Although we would like to have in the record, of 
course, the other figures for whatever purpose it may help the subcom- 
mittee. 

But, when you are answering it, we should get in the record your 
price and not 

Mr. Beestey. Yes. 

Mr. Cuumeris (continuing). Not the druggist’s price. 

Senator Krerauver. We have been getting a great deal of informa- 
tion. We have two very, very eminent physicians here who have 
come from far to testify and we want to have a full hearing. I don’t 
know what their situation is. I understood one of them has to catch 
a plane some time fairly early. What is your wish? Would you like 
to goon for a while now ? 

Mr. Berstey. It is up to you, Senator. Whatever you wish to do. 

Senator Krrauver. You want to have Dr. Kirby make a statement ? 

Mr. Brrstry. Yes. 

Senator Kerauver. We will be glad to hear from you, Dr. Kirby. 
We understand you are not connected with Eli Lilly & Co.; that you 
are an expert in the treatment of infectious diseases, and professor of 
aie at the University of Washington, School of Medicine, in 

seattle. 

I have here a biographical sketch which says many nice things about 
you which I will put in the record. 

(The biographical sketch referred to may be found on p. 16497.) 

_ Dr. Kirsy. Senator, I have, for the past 15 years, been a clinical 
investigator in antibiotics, working not only with Lilly but with 
all of the companies, in an impartial manner. 

I would merely like to say at this point that the advances of Lilly 
research have been tremendous from the standpoint of the patients. 
Specifically, the—— 

Senator Kerauver. Yes; I want to agree with you about that. I 
think that is right. 

Dr. Kirsy. Specifically, the potassium penicillin V has brought 
about a revolution in penicillin therapy. Formerly, penicillin was 
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mostly given by injection. More and more, with this new penicillin, 
it is possible to treat patients by mouth, so that there is the tremendous 
advantage of oral therapy with its convenience and with the much 
greater reliability of this oral form of penicillin. 

Not only is it more convenient and reliable, but it is much safer. 

The previous remarks about deaths from anaphylactoid shock from 
penicillin apply chiefly to injection. By mouth, the penicillin is 
tremendously safer, and this has, undoubtedly, saved many lives. 

Finally, from the standpoint of the patient, from our standpoint, 
the potassium penicillin V is, in many instances, actually much cheaper 
for the patient, since it avoids hospitalization. 

Recently we have, in many instances, sent patients home from the 
hospital in 1 week with severe bloodstream infections because they 
could take the drug by mouth. Formerly patients were required to 
be in the hospital from 4 to 6 weeks. Considering hospital costs at $40 
a day, the saving is tremendous, comparing 1 week with 4 to 6 weeks. 
_ Similar advances, it seems to me, have resulted from Lilly research 
in Erythromycin, with the propionate, and the lauryl sulfate which 
also make the therapy much more efficacious for the patient. 

And, finally, the other antibiotic of Lilly, Vancomycin, is, most ex- 
perts at the present agree, the best drug for treating the severe fatal 
staphylococcal infections. This antibiotic has been extremely difficult 
to produce and develop. Those of us who have seen its lifesaving 
qualities have pressed Lilly to keep supplying it. They have supplied 
tremendous amounts of it free of charge, and, as I understand it, it 
has not been a moneymaking venture. But I would simply like to 
testify that from the standpoint of the patients, it has been a tremen- 
dous advantage. 

In summary, then, I would like to say that in penicillin, Erythro- 
mycin, and Vancomycin, the advances brought about by the Lilly 
research, and by their cooperation with clinical investigators, have 
meant a great deal to humanity. 

Mr. Dixon. Mr. Chairman, on that point, may I 

Senator Keravuver. Just a minute. Let me see if I understand. 

Penicillin V is given exclusively orally ? 

Dr. Kirsy. The potassium penicillin V is the oral form. 

Senator Kerauver. The old form is 

Dr. Kirsy. The penicillin G, the old form, was given both by mouth 
and injection, but was so unreliable by mouth that it was almost en- 
tirely used by injection. 

Senator Kerauver. I see. I understand that is generally consid- 
ered an improvement. The question to which you have addressed 
yourself is as to how much is the improvement, and I imagine that 
there are some differences of opinion about that. 

Dr. Kirsy. I would think not much difference of opinion about 
the things I have said. 

Senator Keratvver. Mr. Dixon, I think this is discussed in the 
Medical Letter of July 10,1959. Suppose you read it. 

Mr. Drxon. Under the heading, “Penicillin V Versus Penicillin 
G”—I understand this newsletter is put out by doctors for doctors— 
this statement appears: 








While there is good evidence that penicillin V can produce higher blood levels 
than an equal dose of buffered penicillin G, the clinical significance of the 
difference is questionable. Since most of the important infections treated with 
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penicillin are caused by penicillin-sensitive organisms, high serum penicillin 
levels are not often required. Furthermore, if the patient is instructed to take 
penicillin G tablets on an empty stomach, about an hour before meals, the 
relative instability of penicillin G under acid conditions is unlikely to be of any 
practical significance. Well-controlled studies have shown no difference be- 
tween oral penicillin V and oral penicillin G in the control of streptococcal 
infection. 

There is a citation to N. Schalet and others, American Journal of 
Medical Science, 235 : 183, 1958; to W. Weiss, and others, American 
Journal of Medical Science, 237 : 205, 1959. 

Although there are several reports showing successful treatment of subacute 
bacterial endocarditis with penicillin V, parenteral antibiotics are distinctly 
preferable in the treatment of endocarditis. Penicillin V, like G, can produce 
anaphylactic reactions. 


Tt think that the rest of it should be read, too. 


The fact that penicillin G is as good as penicillin V in the treatment of 
common infections is stressed here because of the growing problem of drug 
costs for a very large percentage of patients. Penicillin V tablets cost a great 
deal more than the same dosage of penicillin G. The “name” brands of peni- 
cillin G tablets (200,000 units) sell for about $15 a hundred (more per tablet 
when purchased in smaller quantities). Equally good competitive brands are 
sold in some drugstores for less than half that price. Penicillin V tablets 
(200,000 units or 125 milligrams) are likely to cost the patient at least $25 
per hundred in quantities of 50 or more. 

Senator Keravver. All right. Any comment about that? 

Dr. Kirsy. May I comment, Senator? 

Senator Kerauver. Yes. 

Dr. Kirey. I think that this does reflect perhaps a slight difference 
of opinion. And I would simply like to say that the present trend 
toward penicillin therapy is toward taking it by mouth. It is very 
difficult to take it always on a fasting stomach, and the facts are simply 
that when there is a far superior product, one much more likely to give 
better results, this is what the doctor is going to use. He wants to 
cure the patient. Before the penicillin V came along, very little oral 
therapy was given. You will find that more and more patients now 
are being treated by mouth. I would personally not accept treatment 
if it was with the penicillin G. I would personally accept treatment 
any time by mouth if it was the penicillin V. This is simply the 
new trend in therapy. It is far safer and more reliable and does not 
subject the patient to the problems of injecticn. 

Senator Keravuver. All right, thank you, Dr. Kirby. 

There are some shades of difference of opinion. 

Mr. Beestey. Mr. Chairman, may I comment, please? 

Senator Kerauver. Yes, indeed. 

Mr. Brestey. Earlier this week, at your invitation, appeared a 
distinguished clinician, a research investigator in this field, before 
this committee, Dr. Finland. 

In 1955, in the New England Journal of Medicine, the issue of 
November 3 of that year, there appeared an article the title of which 
is “Blood Levels From Orally Administered Penicillins G and V: 
Relation to Food Intake.” The authors were Wilford F. Jones, Jr., 
M.D., and Maxwell Finland, M.D. I would like permission to read the 
summary of that article. 

A controlled study of the comparative levels of penicillin activity in the blood 


of the same normal subjects resulting from ingestion of single tablets of 200,000 
units of penicillins G and V is reported. Penicillin V produced higher and more 
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prolonged levels than penicillin G, as judged by the antistreptococcal and anti- 
staphylococcal activity of the plasma: this was particularly striking when the 
comparisons were made with the doses that were taken after breakfast. Peni- 
cillin V produced higher and more prolonged blood levels when taken after 
vreakfast than when taken after an overnight fast. A slowly disintegrating 
tablet of penicillin V was slightly superior to a rapidly disintegrating tablet of 
the same lot when given before breakfast, but the rapidly disintegrating tablet 
was superior when taken after the meal. Unbuffered potassium penicillin G 
yielded lower levels and less prolonged penicillemia when given after a meal than 
when taken fasting: however, the meal had no significant effect on the peni- 
cillin levels after ingestion of buffered penicillin G. 

The numerical value assigned to the concentration of penicillin in plasma 


depends on the test strain used in the assay and on the type of penicillin in 
the standard solution employed as the control. 
Preliminary observations indicated that therapeutically useful levels may be 
sustained during oral administration of penicillin V at intervals of 4 hours. 
These findings suggest that penicillin YV may be superior to penicillin G for 
oral use in the prophylaxis and treatment of susceptible infections, and further 


clinical trials are indicated. 

Senator Keravver. It is very helpful to have Dr. Finland’s com- 
ment. He also has other comments on the significance of changes in 
blood levels, but we won’t go into that. 

Carrying on, on page 20 of your statement, while we are on this 
subject, you make the point that penicillin G is higher in the cost to 
the patient for the equivalent dosage than penicillin V. You say here 
that the cost of penicillin G varies slightly with the suggested dosage 
schedule, but averages about $1.24. For penicillin V the figure is 75 
cents. Both of these are included in published prices. That is true. 
But if you take the penicillin G even of Pfizer, and more especially 
some of these smaller companies, just the opposite would true, 
would it not? 

Mr. Beestry. Perhapsso. As your chart indicates, penicillin G can 
be purchased at a variety of prices. But there are many disadvantages 
to the use of penicillin G orally. Dr. Kirby mentioned a few of them. 

Senator Kerauver. We are talking only pricewise now. If you 
bought your penicillin G from Pfizer, the price would be approxi- 
mately half of your price. For Bryant, for example, it would be 
about a fourth. 

Mr. Beestry. That could be. But, Senator, I submit that you are 
getting a good value at the price we sell our penicillin V for. 

Senator Krrauver. That may be so. I just wanted to emphasize 
that the $1.24 price is what you would pay if you bought your product. 
— you could buy others for considerably less, a third less or a half 

ess, 

Any more questions before we go to something else ? 

Mr. Cuvumeris. I just wanted to make the same observation I made 
earlier—that there is nothing in the record that these people in the 
category on the left-hand side sell to the druggist whatsoever. With 
all the testimony we have had so far from most of these people, they 
sell strictly to institutions. If they sell to institutions, the consumer 
does not buy from the druggist. So whatever price they charge would 
be irrelevant to the issue. 

Of course, Pfizer would not be different, because as I understand, 
they do sell to the druggist. 

Senator Kerauver. Some of these others do sell to druggists. 

Mr. Cuvumperts. The record so far, Mr. Chairman, indicates other- 
wise. If they do sell to the druggist, it is a very, very small percentage 
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of their business. Mr. Pantzer, Mr. Blackman, and Dr. Berke, all of 
the witnesses who came here representing the small companies, so 
stated in the record. 

I will let the record speak for itself in the subject. 

Mr. Drxon. Mr. Chairman, I don’t want. to leave the record stand 
as Mr. Chumbris left it. It is true the small companies said they sold 
smaller quantities to druggists. But a druggist cannot fill a prescrip- 
tion that does not come from the doctor by a trade name. To get the 
doctor to prescribe a trade name, somebody has to spend a lot of money. 

Mr. Cuumeris. That is another issue. 

Senator Kerauver. Very well. We understand the issue. Let’s 

ass on. 

. We now have foreign prices of penicillin V. 

Because we do not have copies at this time, I think we will pass it 
until we can get some copies made. 

What else, Mr. Dixon ? 

Mr. Drxon. Mr. Chairman, I think we should make this exhibit 127, 
in place of the other. It is a table that shows the rate of return after 
taxes on average stockholders’ equity and net profits as percent of 
sales, of Eli Lilly & Co. for the period stated. 

Mr. Beesley, you will note that the source of this information came 
en the Federal Trade Commission and Standard & Poor’s “Industry 

urveys.” 

For 1947, we have no information on your rate of return on average 
stockholders’ equity. We do have information disclosing net profit as 
a percent of sales, 16.9 percent. The various years are listed from 
1947 to 1959. In 1959, your rate of return after taxes on average 
stockholders’ equity was 13 percent. Your net profit as a percent of 
sales was 12.5 percent. 
(Exhibit No. 127 follows:) 































Ext Litty & Co. 


Rate of return after taxes on average stockholders’ equity, and net profit as 
percent of sales 





Rate of Net profit as Rate of Net profit as 
return percent of return percent of 
sales sales 





(1) 16.9 9.4 9.3 
(1) 21.8 12.8 11.6 
() 18.2 21.1 16.6 
(1) 17.7 19.9 16.2 
15.7 13.5 13.5 13.1 
10.4 9.8 13.0 12.5 
WONG 52 Aulaxisacanciae 10.7 9.9 












1 Not available. 


Source of data: Rate of return, Federal Trade Commission; profit as percent of sales, Standard & Poor’s, 
“Industry Surveys.’ 





Senator Krravver. I take it the difference is that this is net profits 
as figured by the Federal Trade Commission, and your figure is net 
return on assetsemployed. That isthe difference, isn’t it? 

Mr. Brrstey. That is correct. 

Senator Keravver. All right, is there any comment? With that 
explanation, the figures seem to be about the same. 
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We now have your foreign prices, and I think we might as well try 
to cover that subject. Do you havea copy over there? 
Mr. Breestry. I donot. 


Senator Keravuver. This will be exhibit 128. 
(Exhibit No. 128 follows :) 


Prices in United States and foreign countries—Penicillin V, Eli Lilly € Co. 
[Price to druggist, 125-milligram tablet 100’s)} 











Country Trade name Price to 

druggist 
RE ON cas ins cnchtocansv es iatceeet gniaieg tails Duasaennaneinniae 1 $6. 50 
a a a ls eh are 18. 67 
Australia__...... 210.75 
Mexico-_-_- 112.00 
Venezuela. 312.25 
Panama. __ = 415.00 
RENIN Se ee ee 518.00 
Ee ee Oa een reer 618.75 





1 Converted from 250-milligram tablet 12’s. 
2 Converted from 60-milligram tablet 24’s. 
3 Converted from 250-milligram tablet 16’s. 
4 Calculated from 12’2. 

§ Calculated from 50’s. 

* Converted from 250-milligram tablet 10’s. 


Source: U.S. prices: American Druggist Blue Book, 1959-60. Foreign prices: Collected by Department 
of State from American embassies abroad for the subcommittee in the spring of 1959. 


Senator Keravuver. There are just a few figures on the table. This 
is 125-milligram tablets of 100’s, the price the druggist pays; not the 
price that you receive. These figures were secured by the commercial 
attachés of our State Department in the American embassies of these 
countries. 

Canada, V-Cillin, $18.75 for 125 milligrams, per 100’s. 

Panama, $15. 

Venezuela, $12.25. 

Mexico, $12.1 

Australia, $10.75. 

Brazil, $8.67. 

United Kingdom, $6.50. In the United Kingdom, the druggist pays 
about a third of what the druggist pays here. How is that, Mr. 
Beesley ? 

Mr. Berstry. May I take just a moment, Senator, to check these 
figures compared with my own records here ? 

Senator Kerauver. Yes. 

Mr. Beestey. Your question pertains to Great Britain; is that 
right? 

Senator Knrauver. Yes, sir. 

Mr. Beestey. All right. 

In the first place, Senator, may I make the point that each one of 
these countries will have to be treated as an individual situation ? 

Now, then, as far as the United Kingdom is concerned, I assume this 
just a minute, this is a converted price; is that right, Dr. 

air? 

Senator Kerauver. They were converted into tablets. 


1A spokesman for the company subsequently commented: ‘‘We cannot substantiate the 
price of $12 as shown on Senator Kefauver’s exhibit, but ours was $16.67 prior to the 
recent price reduction. While this is slightly lower than the corresponding U.S. price of 
$18, still it is a good deal higher than the $12 figure that is now in the records.” 
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Mr. Brestey. I know. Well, the current price of V-Cillin, 125- 
milligram tablets, to the druggist, in Great Britam—wait a minute, 
the price of 12 is 75 cents. Now, then, for 100—well, I guess the price 
of $6.50 is approximately right. 

Senator Kerauver. Thank you. Weagree with that. 

Mr. Beestey. Now, then, let me explain the situation, Senator. 

Senator Krerauver. Yes, sir; all right. 

Mr. Brrstry. We licensed Distillers Corp. to manufacture peni- 
cillin V in Great Britain, because we do not have fermentation ca- 
pacity in Great Britain. 

Consequently, it is manufactured by a company that pays wage 
rates that are in accordance with the going standards there that are 
substantially under those in the United States. As you well know, in 
Britain they have a socialized system in the practice of medicine there, 
and prices are rigidly controlled by the health authorities in Britain. 

Senator Kerauver. Mr. Beesley, we inquired about that. We found 
that there is not any price control in effect in Great Britain. 

Mr. Brrstey. Senator, may I explain what happens when a com- 
pany wants to market a new product in Britain? The company that 
wants to market that product goes to the health authorities and a 
price is negotiated between the company that wants to introduce that 
product and the health authorities in order for it to be admitted for 
use under the health scheme. 

Now, then, the Distillers Corp. did that, and when we wanted to 
introduce our own brand of penicillin V, we had no alternative in 
Great Britain but to accept the price that had been negotiated by the 
Distillers Corp. and the health authorities there. 

So that is the situation in the United Kingdom, Senator. 

Senator Kerauver. All that is true, I am sure, but the question is 
at $6.50, you get a royalty, don’t you ? 

Mr. Brerestey. Yes, we do. 

Senator Kerauver. How much? 

Mr. Brrstey. Senator, I would prefer 

Senator Keravver. I won’t press you on that matter. But you get 
a royalty; that is, they pay a royalty and then they market at $6.50. 
Do you make a profit on your sales in Great Britain? 

Mr. Beestry. I think we do. 

Senator Keravuver. If you make a profit selling it at $6.50 there, 
how come you have to charge $18 in the United States? Are you satis- 
fied with your profit in the United Kingdom ? 

Mr. Brerstey. May I emphasize once again that costs are a lot less 
there, and I want to check that $18 price in the United States. 

Here is the place I have to differ with you, Senator. The price in the 
United States that we receive 

Senator Kerauver. Let’s not go to what you receive. These are the 
prices paid by the druggist. 

Mr. Berstey. All right, we will use that. 

Senator Kerauver. We use that figure in Great Britain, in Brazil, 
and all the way through this table. 

Mr. Brestry. The price in the United States is $13.50. 

Senator Kreravver. Is that what the druggist pays? 

Mr. Brestry. Yes, sir. 

Senator Kerauver. That is after the price reduction ? 

Mr. Brestey. That is correct. 
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Senator Kreravuver. This relates, as you see, to the spring of 1959. 

Mr. Brestey. Oh, well, all right, but may I emphasize that we have 
reduced the price. 

Senator Keravver. All right. 

To how many of these countries do you ship your product from the 
United States? Canada? 

Mr. Beestry. Yes, we do. 

Senator Kerauver. Panama? 

Mr. Beestry. Yes. 

Senator Keravuver. Venezuela? 

Mr. Brestey. Venezuela. 

Senator Krerauver. Mexico? 

Mr. Brestry. Mexico. 

Senator Kreravver. Australia? 

Mr. Berstey. And Australia. It is produced locally, produced 
locally in Brazil. 

Senator Kerauver. Anyway, you manufacture here in the United 
States and ship it to Mexico. How can you sell it there at $12? Why 
can’t you sell it here in the United States for $12 ? 

Mr. Beestey. Senator, may I—— 

Senator Keravuver. You have to pay transportation; you have to 
pay a duty to get it into Mexico; and you are taking it out of your 
Indianapolis plant and sending it down there. It can’t be labor costs 
there, because you pay the labor here. 

Mr. Brestry. Senator, in any country in which we are doing busi- 
ness, we have to meet local competitive conditions, and I would just 
like to state a few of them. 

For example, there are always matters of competition from both 
local and foreign firms. We have matters of socialized medicine to 
concern ourselves with in establishing a price: price controls, profit 
controls, currency fluctuation, local economic conditions, and so on. 
‘ And since this matter has come up, Senator, I should like to intro- 

uce 

Senator Keravtver. Let me ask you on this price in Mexico. You 


mean you license other companies that you compete with to sell your 
product there ? 


Mr. Berstry. Yes; we have. 

Senator Keravver. Is that the competition you are talking about in 
Mexico? 

Mr. Beestey. Some of the companies that sell their product in Mex- 
ico have been licensed by an Austrian company known as Bio-Chemie. 

Senator Keravver. Is that one of your companies? Is that your 
product ? 

Mr. BeesteEy. No; it is not our product. They produce—some of 
the companies selling in Mexico produce their own products under 
licenses from Bio-Chemie, who developed a certain type of penicillin 
V; and Lilly and Bio-Chemie cross-licensed each other so that those 
patents could be commercially useful for the benefit of the people of 
the world. 

Now, at this point, since this has come up, Senator, I should like to 
introduce a chart entitled, “Hours of Work Needed To Buy V-Cillin 


K in Various Countries,” and I would like to review that. That 
shows 








Senator Kerauver. Let’s make that exhibit 129. 
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(Exhibit No. 129 follows :) 


8763 


HOURS OF WORK NEEDED 
TO BUY V-CILLIN K™ 
IN VARIOUS COUNTRIES 


(Lillys published list price) 
USA[ | 1HR. 52MIN 
ENGLAND [| 2 HRS, 29 MIN. 


wusTRAUA[ | 2HRS. 82 MIN 


CANADA | | 3HRS. 28 MIN. 


BRAZIL 


SOURCE: Wage Rates -- U.N. Monthly Bulletin of Statistics, August, 1960 


| LILLY - SEPTEMBER ,1960 
* Package of 10, Tablet 1831 


Mr. Beestey. This is based on a package of 10 tablets No. 1831, 
and it shows that in order to buy these tablets in the United States 
at wage rates taken from the United Nations Monthly Bulletin of 
Statistics for August 1960, it takes 1 hour and 52 minutes to produce 
them—or to buy them—1 hour and 52 minutes of work at the average 
wage rate in the United States to buy these tablets. 

In England, it takes 2 hours and 29 minutes. 

In Australia, it takes 2 hours and 32 minutes. 

In Canada, it takes 3 hours and 28 minutes. 
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In Brazil, it takes 16 hours and 53 minutes. 

In Colombia, it takes 19 hours and 32 minutes. 

So I submit that the consumer in the United States is getting a fair 
value. 

Senator Krrauver. I am glad the people of the United States are 
making good wages and getting good salaries, but the question that 
I revert back to is, either by license or by some other way, your product 
is the one that is sold in Mexico. 

How can you produce it here and send it to Mexico, pay a duty and 
sell it for $6 less than you do in the United States? 

Mr. Brestry. If we are going to compete in that country, Senator, 
we have to meet local conditions, whatever they are. 

Now, we are attempting to do a worldwide business outside of the 
Iron Curtain countries, and we have to meet competition wherever it 
is, if we are going to do business there. 

Senator Krravuver. Then your answer would be that you have no 
competition to meet in the United States because you, Abbott, and 
Wyeth all sell at the same price? 

Mr. Brestey. That is not my answer, Senator. 

Senator Kerauver. And small companies cannot get your license, 
and this Austrian company does not sell in the United States, or none 
of its licensees. So you license people who sell at the same price so 
you have no price competition here. You go down to Mexico and you 
give everybody a break because you have price competition. 

Mr. Brrstry. May I revert back to my earlier statement, Senator, 
that the fact that prices—here we have an identical product, the com- 
panies that are manufacturing it in the United States on potassium 
penicillin V, there are three companies selling it, two other companies 
are licensed and they do not think it is attractive enough for them to 
get into it, apparently, at least they have not elected to do so. 

And the fact that we have an identical product, we can’t sell our 
product for any more than on this identical product. 

Senator Keravuver. But you could sell it for a great deal less. 

Mr. Brrstry. if we sold it for less, Senator, the other companies 
would have to meet that price. We would be right exactly where 
we are. 

Senator Kerauver. At least the public would be benefited if you 
lowered it. The others would come down. 

Mr. Brrstey. Perhaps so, but, Senator, we have a business to op- 
erate, and we must provide for employment and payment of our em- 
ployees. We have a $62-million-a-year payroll to meet, and with 
many other expenses, and I have shown you on the chart what our op- 
erations actually returned to Eli Lilly & Co. 

Mr. Cuumeris. Mr. Beasley, let’s say one of your products is pro- 
duced in the United States and you sell it here for a certain price— 
whatever it is on the board— and you would have to sell it down in 
Mexico for less. 

Aside from the cost of production, which is the same, whether it 
goes to Mexico or the United States, the cost of production is going 
to be the same if it is manufactured here. 

Now, let’s go into the other items. 

What about your selling and distribution expenses in the United 
States as against your selling and distribution expenses in Mexico? 
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What is the difference between your taxes in the United States as 
against your taxes in Mexico? 

What is the difference in the other categories that you have as 
legitimate expenses accepted by the Internal Revenue as deductible 
expenses that vary in the United States with Mexico? 

Mr. Brestrey. As a general statement, Mr. Chumbris, the costs are 
higher here than they are in Mexico. 

Mr. Cuumerts. And the other factors that you pointed out on page 
22 must be taken into consideration in determining the price in the 
United States with prices in foreign countries. 

Mr. Beestry. That is correct. 

Senator Keravuver. You sell erythromycin higher in Mexico than 
in the United States? 

Mr. Beestey. Well, now, let’s check that. 

Mr. Cuumeris. That is why you can’t generalize on these, Mr. 
Chairman. 

Mr. Brerstry. That is itexactly. You cannot generalize. 

Senator Kerauver. You mean you just charge what the traffic 
will bear? 

Mr. Beestey. I didn’t say that, Senator. 

Senator Krerauver. You sell one drug in Mexico at a lower price— 
you talk about the low cost of labor. Some of these low-labor-cost 
countries sell broad-spectrum antibiotics at a higher price. I am not 
sure about Mexico—but some of the other lower labor countries sell 
at a higher price. That labor argument doesn’t hold good then. 

Mr, Cuumenrts. It is a question of competition in those countries. 

Senator Kerauver. That is what I said—all you can get. 

Mr. Beestey. Well, since you brought up the question of Erythro- 
mycin, let me introduce a chart entitled, “Hours of Work Needed To 
Buy Llotycin in Various Countries.” 

Senator Kerauver. Give us your prices of Erythromycin in some of 
the other countries. 

Mr. Beestry. All right. What one do you want? 

Senator Krravver. Let’s take the United States and Mexico. 

Mr. Beestey. All right. 

Senator Kerauver. You have a regular price list? 

Mr. Dixon. Let’s have the price to the druggist. 

Senator Kerauver. Have you a table there showing the prices? 

Mr. Brestey. [don’t have atable. Ihave figures. 

Senator Kerauver. Will you prepare a table, and we will make that 
exhibit 130? 

Mr. Beestry. You want a table prepared on the prices of Erythro- 
mycin to druggists in the United States and Mexico? 

Senator Kerauver. And other nations where you do business. 

Mr. Beestey. All right. 

(The table referred to, exhibit 130, follows :) 


FOREIGN ERYTHROMYCIN PRICES 


(Submitted by Eli Lilly & Co.) 


We have been asked to supply a list of prices on leading Erythromycin products 
in countries where we do business. The following is a price schedule for those 








14156 ADMINISTERED PRICES 


countries in which Lilly has operating subsidiaries. Net wholesale prices (those 


oo by the Lilly subsidiary) and net trade prices (prices to the druggist) are 
shown: 





Tablets No. 23, Ilotycin 250 milli- Pulvules No. 375, Dlosone 250 milli- 
grams grams 


12’s 100’s 12’s 100’s 








——— | — 


Net Net Net Net Net Net Net Net 
whole- | trade | whole- | trade | whole- | trade | whole- | trade 














sale sale sale sale 
Argentina adie coli einasleepeia lod $2. 42 $2. 66 (4) (') $1.82 | $2.03 (4) (!) 
Australia stipules sae eles wr dd a 4.11 5.14 $32.75 | $40.94 4.11 5.14 $32. 75 $40. 94 
eto ace anole 2. 51 3.14 3) (4) 4.42 5. 53 Qa (4) 
Canada. repli Sarbkeennmvseaae 3. 27 3.93 23.85 28. 62 3.27 3.93 23.85 28. 62 
re 4.62 5.77 (4) (1) 3. 59 4.49 (4) (1) 
ak | 2. 43 2. 85 19. 89 23. 40 2. 43 2.85 19. 89 23. 40 
RE tk on obe Sabor bea uc () (4) (1) (‘) (4) (') () (1) 
PEN cock ca ccascseokasese 3.78 4. 53 28.68 | 34.42 3.78 4. 53 28. 68 34. 42 





1 Not sold. 


In countries where Lilly does not have an operating subsidiary, it is the com- 
pany’s general policy to sell finished products to foreign distributors f.o.b. border 
of the United States at slightly higher prices than those charged U.S. wholesalers. 
This occurs because our discount policy on sales of Lilly antibiotics outside the 
United States permits a 15 percent discount from the Interex? net trade price 
(the same as U.S. net trade price), whereas Lilly sales to U.S. wholesalers with 
discounts of 15 and 7 percent apply to the U.S. net trade price. Therefore, for 
your information the following comparison is made: (The prices which follow 
relate to the headings above.) 


Tablets No. 23, Notycin 250 milli- Pulvules No. 375, Dlosone 250 milli- 
grams grams 


12’s 100’s 12’s 100’s 


—|————_ 
Net Net Net Net Net Net Net Net 








whole- | trade | whole- | trade | whole- | trade | whole- | trade 
sale sale sale sale 
United States. .............. (’) () $20. 56 | $26.01 (1) (4) $20.56 | $26.01 
SN tess ciceivtei ta ciriagnenntiresasicts 2. 89 $3. 40 22.11 26. 01 $2. 89 $3. 40 22. 11 26.01 


1 Not sold. 


Senator Kerauver. Give us a few examples. What do you sell it 
for in the United States to the druggist, and what do you sell it for 
in Mexico to the druggist? 

Mr. Beestey. Well, let’s take the 250-milligram pulvule of Ilosone 
of bottle of 100—vwe sell it in the United States for $26.01. 

Mr. Drxon. That is after the 15-percent reduction. What was it 
before that ? 

§ Mr. Beestey. $30.60. And in Mexico, the same package sells for 
34.42, 

Senator Kerauver. You mean that is after the reduction, or before 
the reduction ? 

Mr. Beestey. Wait a minute. To the best of my knowledge, that 
is our current price in Mexico. Iam not sure of that. 





2A coined name to denote the pricelist of Eli Lilly International Corp. from which we sell finished 
merchandise from the United States to foreign distributors. 








ADMINISTERED PRICES 14157 


Senator Keravuver. You sell it at a higher price in Mexico. You 
have cheaper labor there. Why do you have to sell this higher in 
Mexico? You make it here anyway, as you do your penicillin. 

Mr. Brrstey. Senator, it either has to be higher or lower or the 
same price. Now, it appears we can’t win any way. 

Senator Keravver. I am just trying to get some explanation of 
this strange phenomenon. What do you sell Erythromycin for in the 
United Kindom ? 

Mr. Berstey. To the trade now—let’s compare druggist prices. 
In the United States again, $26.01; and in Great Britain, it is 
$23.40. 

Senator Keravver. That is almost as much. But in the case of 
the other drug it is about one-third. You sell penicillin to the drug- 
gist there for about one-third. 

Mr. Beerstey. As I pointed out before, I happen to be familiar with 
the situation in Great Britain, and that is a price that is negotiated 
with the health authorities there, which they consider to te fair. 

Senator Keravuver. It is strange, though, why they would require 
you to sell penicillin for a third, and they let you charge almost the 
same for Erythromycin as you do in the United States. 

Mr. Beestey. It is a good product. 

Senator Keravver. All right. 

It is a strange situation, I must say. 

Mr. Beestey. In summary, may I just repeat that we have to ad- 
just our prices to local conditions, whatever they may be—profit con- 
trols, price controls, currency fluctuations, devaluation of currency 
has played a big part in these prices. I pointed out in my opening 
statement that occasionally a product can be purchased, I think I 
said, in London or Buenos Aires cheaper than it can be bought in 
Indianapolis. And that is because of the situation that prevails in 
doing business throughout the world. 

Senator Keravver. All right, Mr. Beesley. Now, what else do we 
have ? 

Mr. Krrrris. I would like to ask a question. 

Senator Kerauver. You offered a chart on “Hours of Work Needed 
To Buy Ilotycin in Various Countries.” That will be exhibit 131. 
It is self-explanatory. 
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(Exhibit No. 131 follows :) 


8772-A 


HOURS OF WORK NEEDED 
TO BUY ILOTYCIN™ 
IN VARIOUS COUNTRIES 


(Lilly's published list price) 


US.A.[ | 2HRS. 33MIN. 
CANADA[ | 4HRS. 17MIN. 
ENGLAND [_____] 6HRS. T1MIN. | 
AUSTRAUA[ =| SHR. 23MIN. 
cermany| | SHRS. 41MIN. 
TAY [| ——“—~s—sSSCSCSSCsSCYdS IRS 43MIN 
BRAZIL[ SCC HRS. TMI 
JAPAN 


SOURCE: Wage Rates -- U.N. Monthly Bulletin of Statistics, August,1960 


* Package of 12, Tablet 23 LILLY - SEPTEMBER.,.1960 | 


Senator Keravuver. Allright. Anything else, Mr. Dixon? 

Mr. Drxon. Mr. Chairman, we have secured from Eli Lilly their 
various license agreements. 

Mr. Kirrrm. May I ask something ? 

Senator Kerauver. Yes, Mr. Kittrie. 

Mr. Kirrrie. Mr. Beesley, about 40 percent of your foreign sales 
consist of a product manufactured and packaged in the United States. 

Mr. Brerstey. That is correct. 


Mr. Kirrri. About how much does this total amount to in dollars 
per year? 
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Mr. Berstey. Well, I will have to guess at this figure, Mr. Kittrie. 

Senator Keravuver. Just a rough estimate. 

Mr. Brrstey. I would say $16 or $17 million. 

Mr. Kirrrte. This is the most recent figure you have? 

Mr. Brrstey. Yes. 

Mr. Krirrrte. About how much was it in 1939% Do you have any 
idea? Was there an increase? 

Mr. Brestry. A substantial increase, yes. 

Mr. Krrrre. What I am really trying to find out, Mr. Beesley, is 
whether you would have been able to increase this figure if you would 
not have been in a competitive position in these foreign markets ? 

Mr. Brrstey. We certainly would not have. We have got to com- 
pete. And we have greatly expanded our business in countries outside 
the United States. 

Mr. Kirrrie. The reason I am inquiring again is because of figures 
I have here, drug exports in 1939, which apparently applies to all com- 
panies. Drug exports from the United States to other countries in 
1939 amounted to $20 million, according to this book, “The Merchants 
of Life,” by Mr. Mahoney. He says in 1957 drug exports were $284 
million, which means an increase of 1,400 percent, actually. 

These days we are all concerned about our balance of trade and our 
balance of payments. Figures that we have received relating to the 
total increase in our exports show that between 1939 and 1957 the in- 
crease has been only three times, an increase of 300 percent. Drug 
exports apparently have increased about 1,400 percent, which means in 
these days, when we are concerned about our balance of trade and our 
balance of payments, naturally we should really compliment any in- 
dustry that is able to do as well. The only way you are going to do 
this is if you are going to be in a competitive position. Is that right? 

Mr. Brestey. Indeed it is. And our industry, as a whole, has greatly 
expanded our business in other countries in the last 20, 21 years. 

Mr. Krrrrie. Thank you very much. 

Senator Keravuver. Allright. Thank you, Mr. Kittrie. 

Allright, Mr. Dixon. 

Mr. Drxon. Mr. Chairman, I had stated previously that we secured 
from Eli Lilly & Co. their various license agreements. I suggest 
that they all be assigned the number 132, with subnumbers A, B, C, 
and soon. I would state in offering these that, as we have done with 
the other companies, we will delete the royalty payments that are 
set forth in each of these agreements. 

Senator Keravuver. Very well, let it be received and so identified. 

(Exhibit No. 132 may be found beginning on p. 16244.) 

Mr. Dixon. I have also, with respect to Eli Lilly & Co., a memo- 
randum from Dr. Browne, of the staff. Dr. Browne went to the SEC 
to try to determine the compensation of the chief officers and directors 
- the company, and what, if any, stock option plans they might 

ave. 

Briefly, the memorandum sets forth, Mr. Chairman, that Eli Lilly 
does not file annual reports or proxy statements with the SEC, and 
the officers and directors do not file reports of stockholdings or trans- 
actions with the SEC. The stock is not listed on any of the major 
stock exchanges. As a consequence, we don’t have any official data 
on salaries, bonuses, and stock options. 


35621—61—pt. 2436 
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We do have, though, from Moody’s Industrial Manual, 1960, a re- 
port that there are three issues of stock as described in this memo- 
randum. There is a 5-percent cumulative preferred, $100 par, 13,688 
shares outstanding. There is a class A common, $5 par, 2,932.468 
shares outstanding, in treasury, 61,930 with sole voting power. Then 
there is a class B common, $5 par stock, 5,030,683 shares outstanding, 
in treasury 12,928, with no voting power. 

The 2 common issues were split 3 for 1 on December 15, 1955, and 
dividends since the split for both issues have been as follows: 1956, 
$1.80; 1957, $2; 1958, $2; 1959, $2.50. The memorandum discloses 
the reported prices of the class B common. There is a Wall Street 
Journal report of bid and asked quotations, not necessarily repre- 
senting sales, on August 31, 1960, for the class B stock as $82 bid, 
$86.75 asked. 

Moody’s reported options held by officers and key employees on 
December 31, 1959, on 3,980 class A common shares, and 174,334 class 
B common shares. Option prices, dates of grants and names of hold- 
ers were not reported. 

Mr. Beesley, what is your salary? We asked this information of 
every company that has been here. Do vou mind disclosing it? 

Mr. Beestey. Mr. Chairman, as Mr. Dixon has outlined here, we 
do not file this information with the Securities and Exchange Commis- 
sion because we are not listed on the major—or not listed on any stock 
exchange. 

We have had no public offering of our stock. 

This information is highly confidential, and it has never been re- 
vealed, and I should like to ask the chairman’s permission to continue 
to keep it confidential. 

Senator Kerauver. Mr. Dixon was asking you what your salary 
was, Mr. Beesley. 

Mr. Beestry. I should like to— 

Senator Krrauver. We have asked all these companies’ officers what 
their salaries were. 

Mr. Berstey. May I inquire what the purpose of this is? 

Senator Krrauver. The purpose of it is to compare your salary 
with those of other executives, to see whether it has any relation to the 
cost of the product, as to what you might be able to sell it for, and if 
you have stock options, why, then, that has something to do with 
pricing policies. 

Mr. Berstry. [f that is your purpose, Senator, it would serve that 
purpose if we submitted that information on all officers and directors 
asagroup. May wedothat? 

Senator Keravver. You mean all of them together? 

Mr. Beestry. Asa group, yes, sir. 

Senator Krrauver. No. I will have to ask you, Mr. Beesley, in 
— to all the other officers we have had here, to give us your 
salary. 

Mr. Brestry. Last year, my compensation that I was paid by Eli 
Lilly & Co. totaled approximately $120,000, of which $73,000 was 
paid—approximately $73,000 in income tax—and I had a take-home 
pay of approximately $47,000. 

Senator Keravver. Thatisall right. In addition to that, was there 
a bonus? 
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Mr. Beestey. That includes the bonus that I was paid based on the 
operation. 

Senator Kerauver. Do you have any stock options? Have you 
made money out of them ? 

Mr. Brrstey. I have some stock options, yes. 

Mr. Drxon. How many have you been granted ? 

Mr. Brestey. I beg your pardon? 

Mr. Dixon. How many have you been granted and exercised ? 

Mr. Brestry. I currently have options on about 6,000 shares. I 
believe it is 7,200 shares. 

Mr. Dixon. When were they granted ? 

Mr. Beestey. About 6 or 7 years ago. 

Mr. Dixon. Do you mind disclosing, if you know, the price of the 
stock at the time that they were granted ? 

Mr. BeEestey. I do not have that information. 

Senator Keravuver. Do you mind filing with us a statement as to 
your stock options, when you received them, how many of them you 
have exercised, what price and so on and file it for the record ? 

Mr. Beestey. All right. 

(The information referred to follows :) 


Stock OPTIONS 
(Submitted by Eli Lilly & Co.) 


The following information is submitted about stock options currently held by 
Eugene N. Beesley, president of Eli Lilly & Co. 

The options listed were 10-year options granted at 95 percent of fair market 
value (the mean between the bid and asked price) on the date of the granting 
of the option and were for class B (nonvoting) shares in the company. 





Date granted Number of Option 
shares price 
BOO: 0s WOR sco ncn cctaandsameadcsatabiawsnadiannacdaiaddagdamieneiamesucanie 5, 200 $27. 55 
PG; We Te oc: ccccccacwaaciokabastdascabuinas siesawerastanasanaae 2,000 26. 28% 


Mr. Dixon. Before you go to another subject, Mr. Chairman 
Mr. Cuumpris. May I ask a question just on this point? Senator 
Dirksen, Senator Hruska, and also Senator Wiley have stated that 
they felt revealing this information really has no legislative purpose, 
but I might point out, Mr. Beesley, that your—what is it, $125,000-—— 

Mr. Beestey. $120,000. 

Mr. Cuumpris (continuing). $120,000 is a very, very small part of 
the millions of dollars that you take in, in gross. 

But I want to point out that Uncle Sam benefits. The higher the 
salary you get, the more we get in taxes, because if it went to the 
stockholders in the form of dividends, we would not get quite that 
much in taxes. Senator Wiley also points out how important it is to 
make sure we get as much taxes as we can. 

Senator Kerauver. And you will file the aggregate amount of sal- 
aries of your major officers? 

Mr. Brrstey. All right. 
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(The information referred to follows :) 


COMPENSATION OF OFFICERS AND DIRECTORS 
(Submitted by Eli Lilly & Co.) 


The officers and directors of Eli Lilly & Co. received total compensation, as a 
group, during the year 1959 in the amount of $829,185. 


Mr. Drxon. Mr. Chairman, the memorandum by Dr. Browne should 
have been made exhibit 133. 

Senator Kerauver. Let it be made an exhibit. 

(Exhibit No. 133 may be found on p. 16405.) 

Mr. Drxon. I have one other exhibit, Mr. Chairman. It does not 
necessarily refer to Lilly, or any particular company, but you recall 
during the course of our study of drug prices we thought it well that 
we receive the experience of a particular state in its purchases of 
various drugs. 

I contacted the purchasing department of the State of Tennessee, 
and we sent to them a list of products which we had discussed during 
the course of these hearings. 

In reply, the Tennessee State Purchasing Department has furnished 
us with its experience of drugs purchased in 1959. 

Mr. Chairman, may that be made a part of the record as 134? 

Senator Kerauver. Without objection. 

(Exhibit No. 134 may be found on p. 16406.) 

Senator Keravuver. Anything else? 

Mr. Drxon. That is all I have, sir. 

Senator Krravuver. Mr. Beesley, do you have anything else you 
wish to offer ? 

Mr. Beestry. No, sir. 

Senator Krrauver. Mr. Beesley, I want to thank you very much 
for coming here and for your cooperation with the committee. 

I think I should repeat what I said yesterday: From what I know 
of your company, it has an old and honorable history of trying to 
do a great deal of research for the good of humanity. It has been 
a family company pretty largely until recent years, and still is, to a 
considerable extent. 

We have had letters from doctors complimenting your company 
upon your care in putting a new drug on the market, fully testing 
it before you do so, and proving it out. 

Also we have had no complaints, rather we have had compliments, 
on your advertising policies, upon giving fullest information to the 
physicians both in your labeling and in your advertising. 

T don’t think everything about your company can get by without 
some critical comments. We notice that on your old-type penicillin, 
you still hold the price the highest in the industry. You have not 
reflected the recent substantial drop in the price of bulk material 
which you sell, which would seem to indicate that there ought to be 
some substantial room for further price reduction of your old peni- 
cillin G, I believe it is called. 

We notice, also, that your price on penicillin V has continued. 
insofar as the amount the druggist has to pay at the same level, for 
a number of years since it has been introduced, or shortly after it was 


introduced, although you may get less when you consider your overall 
sales or your discounts. 








du 
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We are glad that you have put into effect the recent 15-percent re- 
duction. I think all the companies that we have had here have done 
so, except Parke, Davis on their Chloromycetin. American Cynamid 
has put it into effect, insofar as the retailer is concerned, but has not 
insofar as the wholesaler is concerned. 

Your price on pencillin V would seem to indicate that with the re- 
duction 1n the price of bulk material, and with technological improve- 
ments, you are fully justified in making a 15-percent reduction. We 
would hope that you would make it more. You seem to follow the 
same pattern as the other companies in prices on your erythromycin, 
your broad-spectrum antibiotic. On your penicillin V, you only 
licensed Abbott and Wyeth which sell at the same price you do. 

Quite a question occurs as to why you won’t license some of these 
small companies, which can sell other forms of penicillin at lower 
prices, so you would have some real price competition for the benefit 
of the public. 

The foreign price picture is difficult to understand. How you can 
make a product here, ship it to Mexico, and sell it at less? You say 
that is to meet competition. Of course, the Mexican drugstore and 
the sick person gets the benefit of competition. That is what I would 
personally like to see more of here, more competition and lower prices. 

You could bring about that competition by looking at your price 
of penicillin V, by licensing some smaller companies, and the same 
goes in the case of erythromycin. 

Your profits on net worth have not been large and excessive, they 
have been substantial, but your profits on sales seem to be about in 
line with the other companies that we have had here, considerably 
higher than the average manufacturer, about 214 times higher. 

We thank you for the information you have given us, for your co- 
operation, and I hope that in talking with you and making some criti- 
cisms, that will be of use to you as well as to us and to the record we 
have made here. 

If you want to make any coment, you may do so, Mr. Beesley. 

Mr. Berstey. I would like to, Senator. 

In the first place, we appreciate the complimentary things that you 
have said about our company. We trust that we have conducted our 
business in a manner that merits the attitude that has been expressed 
to you by the physicians that you have contacted. 

Now, then, for the record here, I want to correct one statement that 
has been made repeatedly here this morning, and that pertains to the 
current price of penicillin V. 

It. has been referred to, this recent price reduction, as 15 percent. 
It was, instead, a 25-percent reduction, Senator, instead of 15 percent. 

Senator Keravver. You mean the current one? 

Mr. Brestry. Yes, sir. 

Senator Keravver. I am glad to hear that. It was 15 percent, plus 
(to your wholesalers ? 

Mr. Brestey. Yes, sir. That is their discount. I beg your pardon, 
what did you say ? 

Senator Krrauver. I mean, what price reduction did you put into 
effect ? 

Mr. Breestry. Twenty-five percent. 

Senator Keravver. Is that to the wholesaler? 








14164 


ADMINISTERED PRICES 


Mr. Berstry. That is clear across the board; and, moreover, we 
protected the druggist and the wholesalers on their stock so that the 
price became effective almost as soon as it was announced. 

a Keravver. I am glad to hear that. Iam glad you brought 
that out. 

Mr. Brestey. And we reduced our list price so that the con- 
sumers 

Senator Kreravuver. On erythromycin, as I understood, it was only 
15 percent. 

Mr. Beestry. Erythromycin, that is correct, 15 percent. 

Senator Krravuver. But on penicillin V, you have reduced your 
price by 25 percent all across the board ? 

Mr. Beestry. That is approximately the figure; yes. 

Senator Keravver. All right. I am glad to have that. I know 
that will be encouraging to many people who need penicillin. 

Mr. Beestey. Now, there is one other point that I would like the 
record to show here about our bulk sales. You have drawn a com- 
parison here between the price that we charge on bulk sales and the 
price that we receive for tablets. I will have to give a little back- 
ground here, but I think that the record ought to show this. 

We have 

Senator Keravuver. Just a moment, now. On the chart showing 
your bulk sales, the price has gone down precipitously in the last 3 
years, but until the recent price reduction on your penicillin G, there 
had not been any comparable drop in the last 3 or 4 years. 

Mr. Berstry. But, Senator, we utilized the capacity that we have 
to produce antibiotics, to produce, for our own purpose, and also we 
sell, as your chart indicates, penicillin G and streptomycin in bulk to 
other manufacturers in order to utilize the surplus capacity that we 
have, and to keep our people employed. 

We have a policy in our company of keeping our people employed 
and not laying them off when there is a reduction in the use of or de- 
mand for products. I pointed out in my opening statement that the 
demand for antibiotics is extremely volatile, and at times we have sur- 
plus capacity, and at other times we do not. And when we have 
surplus capacity, we attempt to utilize that capacity by competing in 
the bulk market. 

Now we could not, under any circumstances, maintain our business 
on the profit margin that exists—any profit that is made out of the 
bulk sales. We could not generate enough capital to build new plants, 
to take care of costs of expansion. This bulk business that we do, and 
which was reflected on the chart that you have there, represents what I 
would like to term a safety valve in handling our costs—I mean 
handling the problems that arise from surplus capacity. 

Senator Krrauver. All right. Very well. We are glad to have 
that explanation. 

How come you reduced your price recently ? 

Mr. Brerstry. On what, Senator? 

Senator Kreravuver. Twenty-five percent on penicillin G. 

Mr. Beestry. Penicillin V? In order to he—in order to try to 
get a bigger share of the market. 

Senator Keravuver. The only people you compete with are your own 
licensees. 
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Mr. Berstey. Oh, I beg your pardon. 

Senator Keravver. I mean on penicillin V. 

Mr. Beestey. Senator, when a physician wants to use an antibiotic, 
he can use penicillin G, he can use penicillin V, he can use erythro- 
mycin, or all the others. So we are competing against many anti- 
biotics. 

Senator Keravuver. I did not mean that. I meant on penicillin V. 
While you do have competition of other products, and other types of 
penicillin, you have no competition on penicillin V, except by your 
own licensees. 

Mr. Beestry. Well, that is correct. But may I point out again that 
two more companies could make it if they wanted to. 

Senator Krravuver. How did you happen to wait so long before re- 
ducing your price on erythromycin ? 

Mr. Brrstey. One of our competitors initiated a price reduction, 
and it was our business judgment—that was followed, as I think you 
know, by several other producers of tetracycline in reducing their 
price. Our product competes with tetracycline. 

Senator Kerauver. It was time for a 15-percent reduction, was it 
not? 

Mr. Breestry. Senator, may I point out the return that we had on 
our assets invested in antibiotics, and I don’t think it was—that the 
return is unreasonable. 

Senator Keravuver. Allright. Thank you very much. We appre- 
ciate it. We will come out to see you sometime. 

Mr. Brrstey. Thank you, I hope you do. 

Senator Kerauver. And thank you, Dr. Kirby. 

I want to say to the audience, and the press, that we have two very 
outstanding witnesses here, and I am sorry that we have been late get- 
ting to them. 

Our witnesses this afternoon will be Dr. Frank Lamont Meleney, of 
Columbia University, New York, and Dr. Harry F. Dowling, head 
of the Department of Medicine, University of Illinois. They both 
have very fine, excellent statements and suggestions to make. 

We will resume at 2:30. 

(Whereupon, at 1:35 p.m., the subcommittee was recessed to recon- 
vene at 2:30 p.m., the same day.) 


AFTERNOON SESSION 


(Present : Senator Kefauver, presiding.) 

Senator Krerauver. The committee will come to order. 

The committee is highly honored to have as its next witness Dr. 
Harry F. Dowling, who is the head of the department of medicine 
at the University of Illinois College of Medicine, a member of the 
Council on Drugs of the American Medical Association, and of the 
Committee on the Revision of the United States Pharmacopeia. 

I have here a curriculum vitae of Dr. Dowling which I will make 
a part of the record. 

(The biography referred to may be found on p. 16498.) 

Senator Kerauver. Dr. Dowling has won high recognition, and has 
written widely. He has been a member of many groups and pens 
and is considered one of the world’s leading authorities on antibiotics 
and drugs in general. 
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Dr. Dowling has been asked to testify not only in connection with 
antibiotics and drugs in general, but in view of his wide experience in 
many other fields, to give us any legislative recommendations that will 
be of help to this committee, to the Congress, to the public and to the 
medical profession and perhaps to the pharmaceutical manufacturers. 

Dr. Dowling, we are glad to have you here and we have your state- 
ment. 

Thank you very much. 


STATEMENT OF DR. HARRY F. DOWLING, HEAD OF DEPARTMENT 
OF MEDICINE, UNIVERSITY OF ILLINOIS COLLEGE OF MEDICINE, 
CHICAGO, ILL. 


Dr. Dowt1ne. Thank you, Senator Kefauver. 

May I say at the onset that I am not speaking as a representative of 
any of the institutions which you mentioned, and that the opinions 
that I will present will be my own and not necessarily those of the 
institutions. 

Senator Krravuver. Yes, sir. 

Dr. Dowtine. My name is Harry F. Dowling. I have been a physi- 
cian for 26 years. I have carried on research in the field of infectious 
diseases and have tested a number of new drugs in this field, par- 
ticularly sulfa drugs and antibiotics. 

I am professor and head of the department of medicine at the Uni- 
versity of Illinois College of Medicine and also a member of the Coun- 
cil on Drugs of the American Medical Association and the Committee 
on Revision of the United States Pharmacopoeia. 

However, I am not speaking as a representative of these institutions. 
The opinions which I shall present will be my own and not necessarily 
those of any of the above institutions. 

The members of the pharmaceutical industry have been sharply 
criticized in these hearings and in the press. When these criticisms are 
examined, they fall mainly into two categories: 

First, the prices of drugs are considered to be too high ; 

And, second, high-pressure salesmanship is said to be not only un- 
necessary and expensive, but also actually harmful in that it may 
induce the doctor to prescribe the wrong drug. 

The natural reaction of the impartial reader of such testimony 
is to insist that, if these abuses exist, they should be corrected. But 
when one inquires into the reasons underlying the practices that have 
been criticized, it is obvious that these practices result from the efforts 
of the pharmaceutical companies to succeed in business while working 
within the framework of prevailing laws and customs. 

If a change is to be made in the laws, it is necessary to consider 
the change in relation to the basic system. This I should like to do 
even though necessarily in a sketchy way. 

New drugs are a product of research which in our country is usually 
done in a university, in a research institute or in the laboratories 
of a pharmaceutical company. Continued research requires capital, 
and it must be recognized that there is a kernel of substance in the drug 
industry’s claim that such capital can only come if profits are sufficient 
so that some of them can be plowed back into new research. 

I believe that the drug industry has made, and is making, important 
contributions to research on drugs. If profits from drugs were not 
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sufficient to continue, or preferably to increase, the present amount of 
industry’s research, I would see no alternative except for the Federal 
Government to finance the research abandoned by the pharmaceutical 
industry. 

This I would not consider to be in the best interests of the country, 
because I believe that research projects should not be initiated from 
a single source. I would not want to see all of the capital for research 
come from industry, either. The springs from which research arises 
must be jealously guarded so that all kinds of ideas are represented. 
It is too easy for these springs to dry up if the tributaries are limited. 

How can we make sure that a proper share of profits will go into 
research and not into wasteful competition or into excessive 
dividends? 

Obviously, we want to preserve the principle of competition in- 
herent in our system and at the same time make sure that the com- 
panies compete with the kinds of drugs and with the methods that 
are beneficial to the public. 

I believe that most of the competition among pharmaceutical com- 
panies is in the wrong area today. Under the present system, a suc- 
cessful pharmaceutical company works at a frenetic pace to produce 
slight modifications of existing drugs in order to keep abreast of its 
competitors. Let us take a concrete example—the development of 
erythromycin and its analogs. 

I have chosen this example because the erythromycin groups of 
drugs, unlike some other groups, were produced entirely within the 
drug industry and by several different companies. Although other 
examples could be cited, erythromycin and its analogs serve our 
purpose best because they act against a definite group of micro- 
organisms and because there is general agreement that they act alike. 

Erythromycin was discovered by Eli Lilly & Co., was found to be 
effective against infections caused by staphylococci and other cocci, 
and was first marketed in 1952. 

It represented an important discovery because Erythromycin was 
different from all of the antibiotics known at the time. 

In 1953, Charles Pfizer & Co. introduced an analog, Carbomycin, 
which affected the same bacteria as Erythromycin. This was marketed 
and advertised, although it was soon found that it was not as effective 
in human disease as it had been in the test tube. Finally, in recent 
months, it was withdrawn from the market. 

Some time later, another analog was discovered in Europe and 
called spiramycin. My colleagues, and I, among others, tested it in 
the laboratory and could not see that it had any advantage over 
Erythromycin. We advised the company that sent it to us not to in- 
troduce it to the American market, since another Erythromycin-like 
drug would add nothing and would only serve to confuse the 
physician. It should be recorded to the credit of the company we 
counseled that it did not purchase spiramycin nor did any of the other 
companies to whom I understand it was offered, so that today it is 
not marketed in America, although it is sold in Europe. 

Unfortunately, the same cannot be said for other analogs of 
erythromycin. In 1956, Charles Pfizer & Co. introduced oleando- 
mycin, which has essentially the same effectiveness as erythromycin. 
A year later the same company produced a modification of oleando- 
mycin, triacetyloleandomycin. This was heralded as an important 
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drug because the same oral dose that was used for oleandomycin pro- 
duced somewhat higher concentrations of the drug in the blood. 

To counter this competing drug, Eli Lilly & Co., which had de- 
veloped the original erythromycin, introduced in 1958 the propronyl 
salt. of erythromycin which is said to produce higher antibacterial 
activity in the blood than triacetyloleandomycin. 

Senator Krrauver. Excuse me, Dr. Dowling. 

So we can understand what you are talking about, what do you mean 
by “analog,” which you referred to in the two previous paragraphs? 

Dr. Dowrtne. An “analog” is a drug which is closely related to 
another drug, usually closely related by chemical structure and also 
by activity. 

Senator Krrauver. Probably there are many analogs around phar- 
maceutical people, then. 

Dr. Downe. Thisis one of my points. 

Senator Krravver. All right, sir. Excuse me for interrupting you. 

Dr. Downe. All of these attempts to produce higher blood con- 
centrations are of doubtful benefit, since a slightly higher dose of the 
original drug would achieve the same results. The increased cost of 
the higher dose would be more than offset by the savings in not develop- 
ing and promoting the analog. If very high blood concentrations 
are needed, they may be obtained with intravenous preparations of 
these drugs. 

Now, I am not claiming that producing and marketing these modifi- 
cations is reprehensible or morally wrong. I am merely saying that 
the promotion of so many drugs that are essentially the same is con- 
fusing to the physician—and the confusion is compounded when each 
drug is marketed under several different trade names. 

Furthermore, the money spent on discovering, developing, and 
promoting these drugs is largely wasted. This money could be better 
spent in looking for truly new drugs. 

My point is that the original breakthrough was the discovery of 
erythromycin. The company discovering this antibiotic made an im- 
portant original contribution to science and, thus, to human welfare. 
That company was entitled to profits from that discovery, some of 
which it would then be expected to plow back into research to lead to 
more discoveries. 

But, as things are, in order to obtain enough profits to provide capi- 
tal to go on with its work, it apparently had to divert its research 
facilities into making minor modifications in the original product in 
order to compete with other companies that were making minor 
modifications. 

Furthermore, the Eli Lilly & Co., which was first in the field, no 
doubt had to step up its advertising campaign in order to compete 
with others. 

I submit that the company that makes an original breakthrough 
is entitled to have, and the public would be benefited if it did have, 
more protection by Jaw against competition than is given under the 
present laws, and that a company which subsequently introduces the 
same drug or a minor modification of a drug, less protection. I be- 
lieve that the following series of proposals will bring this about. 

First of all, legislation should be enacted allowing only a single 
trademark name—that is, a proprietary name—for a particular drug. 
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This could be used by the discoverer and its licensees. Used in 
advertising, this trade name should enable them to garner the good- 
will, and profits, which are the due reward of the original discoverer. 

If onthe company preferred not to purchase the right to use the 
trade name and devised an independent method of manufacturing the 
drug, it could market the drug under the nonproprietary name. 

This procedure would have the important advantage that the physi- 
cian would have to remember only one trade name in connection with 
an official name, instead of several as is usually the case today. 

Furthermore, it would make the retail pharmacist’s task easier and 
would reduce his overhead because he would not have to stock so many 
brands of each drug. The reduction in overhead could be passed on 
to the consumer in the form of lower prices. 

Two objections might be made to this: 

First, that brands of the same drug made by different companies 
might differ in quality; 

Second, that the physician could not specify a drug made by a 
particular company. 

With regard to the first of these, I understand that testimony has 
been given before this committee to the effect that the budget of 
the Food and Drug Administration is not sufficient to enable it to 
check properly upon the quality of drugs manufactured by different 
firms. I agree in this opinion and believe that the Food and Drug 
Administration has been operating on an inadequate budget, con- 
sidering the size and importance of its task. 

If drugs are not up to standard, they should not be on the market 
at all. The prevention of the use of substandard drugs should not 
have to depend upon the vigor of the advertising campaigns of the 
companies whose drugs are up to standard. 

More importantly, the practicing physician in most instances is 
not in a position to judge for himself the quality of the drugs he uses. 
These tests are usually valid only when they are done in medical 
centers where large numbers of patients can be tested with a par- 
ticular drug, and where laboratory facilities are available for careful 
studies. 

Therefore, the practicing physician is unable to associate a par- 
ticular brand name with good or poor quality on the basis of his own 
experience. 

The standards are stated definitely in the U.S. Pharmacopeia and 
the National Formulary. These compendiums are written by impar- 
tial organizations composed of members of the medical and pharma- 
ceutical professions, and the standards can be enforced on the basis of 
these compendiums by the Food and Drug Administration. 

Accordingly, in order that the quality of drugs shall be adequately 
controlled, I recommend an upgrading of the status and salaries of 
the professional employees in the Food and Drug Administration and 
an increase in the number of professional and supporting personnel. 
These measures should provide sufficient incentive for competent per- 
sons to enter and remain in this important branch of Government 
service. 

I have been continually impressed by the dedication of the people 
in the Food and Drug Administration and the large amount of work 
accomplished by so few people, but their energies are not inexhaustible. 
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Furthermore, demands upon them are growing as the drug indus- 
try grows and as the number of new drugs increases. Some critics 
will say that we already have too much Government regulation. But 
all the facts show that the pharmaceutical industry is continuing to 
grow year by year and the facilities for regulation must grow with 
the industry. 

An 8-year-old can umpire a baseball game among 6-year-olds, but 
it is best to have a grown man umpire a game when the players are 
of college age. At the same time, we don’t want to go too far; it 
should not be necessary to have 12 umpires for any baseball game. 

With regard to the second objection, that a single trade name for 
each drug would not allow the physician to prescribe a particular 
company’s product, the physician could still do this by prescribing the 
name of the drug followed by the name of the company, as Erythro- 
mycin-Lilly or Erythromycin-Abbott; tetracycline-Lederle or tetra- 
cycline-Bristol or Pfizer. If he believes that one company generally 
makes superior products, he could prescribe its products consistently 
and do this more easily than in the present system, under which he 
has to remember the trade name of each individual drug in order to 
prescribe a particular company’s products. 

The objection may also be raised by persons critical of industry 
that the limiting of trade names would give one company greater 
monopoly than any company has now. How can we be sure, these 
critics would say, that the profits will be plowed back into research 
and not converted into excessive dividends? 

First, I would expect that under the proposed legislation the com- 
petition for the discovery of genuinely new drugs would be as intense 
as it is now for the discovery of modifications of drugs. 

This competition should stimulate a company to invest heavily in 
research. 

Second, I believe that the protection afforded by the proposed 
legislation should result in profits for discovering new drugs and not 
for marketing the drug. 

To this end, I would propose that if the discoverer were found to 
be marketing the drug at prices that were excessive in comparison 
with the costs of discovery and production, he be required to license 
the drug to other companies for a reasonable royalty. The purchasers 
would not have the right to use the trademarked name, nor could 
they be granted another trade name for the same drug; they would be 
free to market the drug under the nonproprietary name. 

So much for the objections to the first proposal for a single trade 
name for each drug. The use of a single trade name will not diminish 
the incentive for making minor modifications of drugs. In order to 
make such modifications less profitable, the patent laws should be 
made more strict so that the developer of an analog would not receive 
a patent until he had proved that the new drug served an important 
purpose not served by the previous one, or was clearly less toxic than 
its predecessor. . 

Modification of the patent laws in this particular calls for legislative 
consideration. 

Furthermore, more information with regard to the individual 
merits and demerits of the originally introduced drug and its analogs 
should be brought to the physician so that he could properly judge 
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whether to change to the new one or continue to prescribe the old. 
Since this involves the transmission of information about new drugs 
to the practicing physician, I should like to turn now to that subject. 

For each new drug, we have three tasks: (1) to obtain all the facts 
that we can; (2) to clear the channels of false and misleading infor- 
mation; and (3) to widen the channels for transmitting the proper 
information. Let us consider these three tasks in order. After a 
drug is discovered and tested in animals the present laws require that 
it be tried in human beings before it can be sold. In these clinical 
tests the drug is first given to normal persons to determine how it is 
absorbed, changed in the body and excreted, and whether it has toxic 
effects. Then it is given to sick persons to observe its effect on disease. 

Such testing must be done by physicians who have had special 
experience in the testing of drugs and who are thoroughly familiar 
with illnesses for which the particular drug is supposed to be effective. 
Unfortunately, there are not enough trained physicians available to 
do this, and those who are competent are attracted instead into more 
basic research because of its greater prestige and because adequate 
funds are available for such basic research. 

Industry contributes funds toward clinical testing, but many people 
believe that industry does not pay its full share of the costs. Greater 
contributions from industry, placed on a more solid basis so that 
they could be counted on over a period of years, would do much to 
raise the prestige of gy drugs and to encourage competent phy- 
sicians to participate in this important job. Many city hospitals, 
for instance, have large numbers of patients and inadequate staffs to 
care for them. Funds made available by pharmaceutical firms to such 
hospitals to set up laboratories and wards for the testing of drugs 
would increase facilities for drug testing and, at the same time, im- 
prove the care of their patients. 

Furthermore, as an aid to the control of the clinical testing of drugs, 
the Food and Drug Administration should have funds to finance the 
testing of a drug by an independent agency (usually a medical school 
or hospital) in instances where the Administration was not satisfied 
with om evidence submitted by the manufacturer of the drug. Fur- 
thermore, it should have a council of leading scientists, who would ad- 
vise it regarding overall policies, and panels of experts in various areas 
who could be called upon to render an opinion regarding a certain drug 
or class of drugs. ‘These councils and panels would not only give 
expert advice but would present an calnasd point of view to the 
personnel of the Food and Drug Administration, who often hear the 
point of view of industry alone. 

If facilities and funds were made available, from industry and 
from the Government, for more adequate testing of drugs, professional 
personnel would be attracted into the area and young men would 
be trained in the concepts and methods of drug testing. They need 
not fear that this will be a blind alley. 

When investigators are alert and interested and the spirit of inquiry 
prevails, practical studies of this kind can lead into fundamental 
— just as easily as fundamental research can lead to practical 
results. 

After getting more and better information about new drugs, how 
can we clear the channels for its dissemination to physicians? It has 
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been said that the majority of practicing physicians obtain their first 
information about a new drug from a detail man. From extensive 
personal experience, I can say that this is neither necessary nor de- 
sirable. Speed is not an important object in most cases, since most 
drugs that are newly marketed do not represent anything new. When 
a drug is really new, information about it spreads with _— by 


word of mouth among the members of the profession an 
articles in medical journals. 

Furthermore, it is precisely in the case of a truly new drug that the 
principles upon which its dosage is based and the methods of using it 
are both likely to be so different from previously used drugs that the 
practicing physician should get a thorough knowledge of the drug 
from a competent authority when he first hears about it. Detail men 
are valuable for the purpose of getting information to physicians and 
pharmacists regarding the availability and prices of products dis- 
tributed by their companies, but being salesmen, they cannot be ex- 
pected to give unprejudiced advice. Not being physicians, they can- 
not instruct physicians regarding the principles upon which the use 
of a new drug is based. 

One especial source of confusion for the practicing physician is 
printed advertising that comes to him by direct mail or in medical 
journals. In this present era when truly new drugs are appearing 
with rapidity and causing revolutionary changes in the practice of 
medicine, the physician needs facts most of all. Because misinforma- 
tion and mistakes about drugs can affect health and life, advertising 
of drugs cannot be allowed to fall to the level of other advertising. 

Advertising of drugs should be informative. Above all, it should 
not be misleading. Misleading advertising by one company not only 
causes doctors to make mistakes in using their drugs; it also affects 
other pharmaceutical companies adversely (1) because it destroys the 
confidence of the physician in the industry as a whole, and (2) because 
competitive advertisements may tempt another company to make its 
own advertising a little more blatant, a little more suggestive than it 
would otherwise be, thus making this competing company’s advertising 
misleading also. 

I should like to make certain positive suggestions for clearing mis- 
information from the channels of communication, and getting worth- 
while information to the doctor. First, the Food and Drug Adminis- 
tration should be empowered to examine the efficacy as well as the toxic 
effects of all new drugs. It should be obvious to everyone that insuffi- 
cient knowledge on the part of the doctor regarding the efficacy of a 
drug can react to the detriment of a patient just as much as a toxic 
action by the drug, which the Food and Drug Administration now has 
the power to regulate. 

Second, nonproprietary names should be emphasized more than they 
are at present. The nonproprietary name is usually a shortened ver- 
sion of the chemical name and, therefore, has a meaning which the 
proprietary name usually does not have. 

Senator Kerauver. Excuse me, nonproprietary as you use it there 
is generic? 

Dr. Dowttna. The so-called generic name. Generic is really not a 
correct name for it, but we use the name generic. 
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The nonproprietary or generic name is the name that is commonly 
used, and when it goes in the pharmacopeia or National Formulary, 
it becomes the official name. 

Senator Kerauver. And proprietary is used as representing trade 
names. 

Dr. Dowt1ne. Trade names, yes. 

Senator Kerauver. Thank you. 

Dr. Dowtrng. Furthermore, the nonproprietary names of analogs 
are usually similar, thus helping the physician to classify the drug 
in its proper group. 

The use of the nonproprietary name is educational as well as 
regulatory in its function. The physician would thus be put on the 
alert to determine whether a new modification of an existing drug 
was superior to, the same as, or even inferior to the drug already on 
the market. 

He would be less likely to switch to the newest drug in his prescrib- 
ing, unless the newest drug represented a real advance. 

The present food and drug laws provide that the common or usual 
name of a drug should be given equal prominence with that of the 
trade name. The Food and Drug Administration has not interpreted 
this to mean that the nonproprietary name appear in the same size 
type as the trade name. I believe that the same size type should be 
required for both names in the label and in the circular accompanying 
the package, as well as in advertising that is mailed to the physician. 
This simple measure would help educate the physician as to the 
proper names of the drugs he uses and could pave the way for editors 
to establish the same requirements in advertisements in medical 
journals. 

The information in the circular which has been passed upon by 
the Food and Drug Administration should be the basis of all ad- 
vertisements. In fact, leading companies in the pharmaceutical in- 
dustry could perform a great public service by utilizing the informa- 
tion they have gathered in the course of their investigations on a 
drug to develop genuinely factual advertisements. These would be 
bound to elicit praise from physicians. Furthermore, they would 
stimulate other companies to abandon the suggestive type of adver- 
tising which now prevails. 

I believe that everyone involved—the pharmaceutical manufac- 
turing industry, the medical and dental professions, editors of jour- 
nals, retail druggists, and others directly concerned—should agree 
upon and follow a code of ethics for all advertising. Failing this, I 
see no alternative but that the Federal laws governing advertising 
of drugs to the medical profession should be made more explicit and 
the regulatory agencies given more power to control such advertising 
in the public interest. This would be difficult and expensive; I would 
hope that it would not be necessary. 

I should like to summarize my recommendations. With regard 
to proposals requiring legislative consideration, I recommend that: 

1) A single trademark be allotted to a drug; 

2) If the holder of the patent on a drug did not sell the drug at 
a reasonable price, he be required to license others to manufacture 
and distribute it for a reasonable royalty ; 
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(3) The patent laws be made more stringent with regard to drugs, 
so that the superiority of a new drug over drugs already patented 
would have to be proved before a new patent was issued ; 

(4) The Food and Drug Administration be empowered to deter- 
mine the efficacy as well as the toxicity of drugs; 

(5) A council and panels of experts be set up to advise the Food 
and Drug Administration ; and that 

(6) Appropriations to the Food and Drug Administration be in- 
creased for the above purposes and also to provide for: 

(a) better control of the standards of quality of drugs, 
(6) contracts for the independent testing of drugs by outside 
agencies. 

(7) If advertising of drugs is not brought under better control by 
the pharmaceutical manufacturers in cooperation with the medical and 
dental professions and pharmacists, legislation be enacted for stricter 
control by the Federal Government of the advertising of drugs. 

In addition, I suggest to the pharmaceutical and medical profes- 
sions that the channels for transmitting information on drugs to 
practicing physicians be cleared and widened by : 

(1) improving facilities for, and the prestige of, the clinical 
testing of drugs, 

(2) establishing and adhering to a code of ethics on advertising 
of drugs, 

(3) educating physicians more thoroughly regarding the non- 
proprietary names, analogs, uses and toxic effects of drugs. 

The problems we are considering are a strong challenge to our free 
enterprise system. I have no doubt that we can meet them. No 
effort is too great for the goal; the health and lives of the American 
people. 

Senator Kerauver. Dr. Dowling, I want to thank you for giving us 
your recommendations. I know that every member of this committee, 
the Congress, the medical profession, and the public generally, will 
be benefited, as well as the Federal agencies which have a responsi- 
bility in this matter. 

It is quite apparent that your recommendations come from years 
of study, not only as a practicing physician and teacher, but years of 
work with different groups and different committees, where you have 
had an opportunity of studying the problem thoroughly, and _deter- 
mining what should be done to correct inefficiencies. So this is a 
useful statement tous. We are grateful to you. 

I want to say further, it is ‘due to fine people like you, who are 
considering this problem thoroughly and objectively, that a middle of 
the road course can be taken for the general welfare. 

Are there substantial groups giving these problems consideration, 
and discussing them, so that we can have some clarification by public 
opinion as to what ought to be done in the medical profession? 
Among pharmacists, people who have special knowledge of these 
problems ? 

Dr. Dowt1na. I would say, Senator, that there has been a ground 
swell of interest in this area which antedated the hearings of this 
committee, but has been tremendously stimulated by the hearings of 
this committee. 

Senator Kerauver. We want to thank you for suggesting that our 
committee hearings may have done some good, Dr. Dowling. Some 
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people don’t agree with you all the way on that. But this has caused 
some thinking about problems and what should be done about it. 

What groups in the American Medical Association are thinking par- 
ticularly about the problems and what should be done? Are you head 
of the Council on Drugs of the AMA ? 

Dr. Downe. I am not the head of it. I am one of the members. 

Senator Krravver. Is the Council on Drugs of the AMA discussing 
this matter, and trying to come to some conclusion about their recom- 
mendations ? 

Dr. Downe. They are, sir. We are having a meeting within a 
few days at which I am sure this subject will be brought up. 

I cannot speak officially for the council, of course, but the council 
is vitally interested in this matter. 

The council, however, is merely advisory to the board of trustees 
of the American Medical Association. It cannot take action except 
in certain limited areas. Its recommendations must go to the board 
of trustees. 

Senator Krravuver. Its recommendations are published separately, 
though, are they not? 

Dr. Dowt1nea. Not necessarily ; some recommendations may be sent 
confidentially to the board of trustees. 

Senator Kerauver. How about. the Committee on Revision of the 
United States Pharmacopeia? Is that group studying legislative 
recommendations ? 

Dr. Dowttna. I would say in general the pharmacopeia does not 
concern itself with matters of policy, since its main job, and the reason 
why it was formed*was to put out the pharmacopeia, the United 
States Pharmacopeia. But, of course, matters of policy interest them, 
and have an effect upon the Pharmacopeia. 

Also, the naming of drugs is very important to them, and they have 
taken under consideration some possible changes in the procedure of 
naming of drugs. 

Senator Kerauver. Dr. Dowling, let me ask your advice about 
something. We have had hearings about specific products. We have 
had hearings about the Food and Drug Administration. We have 
had various eminent physicians who have come before us, such as you, 
and Dr. Finland the other day. And we are going to have Dr. 
Meleney very shortly. 

At least speaking for myself, I feel that there are some things in 
the public interest, for the benefit of the individual, for the benefit 
of the doctor, for the benefit of public health, for the benefit of the 
companies themselves, that ought to be done. 

How would you recommend that we try to get the best public 
opinion, the best advice, speaking for the great mass of the medical 
profession, all the medical people, to tell us what should be done 
about this? 

Of course, we are going to invite the AMA, and there will be other 
medical groups that we will invite. But we would like to get some 
crystallization of public opinion as to what should be done. Who 
should we go to and how do we go to them? 

Dr. DowriNe. Senator, this is an area in which you are much more 
of an expert than I am. 
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the pharmaceutical manufacturers: “This must be done,” and that 
area ? 

Dr. Dowt1ne. I think that one thing, the results of the hearings of 
this committee should be placed objectively before the professionals 
concerned and the American people. They have been reported in the 
press, but day-by-day reports tend to stress certain things and do not 
make an objective analysis. 

I think this should certainly be done, and I also agree with you 
that all of the groups concerned should be consulted. 

I was a member some years ago of a committee appointed by Sec- 
retary Hobby to investigate and make recommendations regarding 
the Food and Drug Administration. This was composed of repre- 
sentatives of industry, of labor, of consumers groups, and of the 
professions involved. 

This is one way, I think, that you could get an objective analysis 
of the situation, if you felt that this was needed in addition to these 
extensive hearings. 

Senator Kerauver. Yes, sir. 

I will tell you what I wish you would do, Dr. Dowling. We would 
like very much to keep in touch with you, and as you see methods 
where we can get an objective crystallization of public opinion, of 
medical opinion, of professional opinion, I hope that we can call on 
you and that you will feel free to advise us fully. We want any 
legislative proposals to be meaningful, and we know also that unless 
they have professional backing by the medical profession, they are 
not going to get very far. ve 

T have one or two questions about some of your recommendations. 

Information in advertising should be the same as in the circular, 
you state on page 14. “Circular” means the brochure that is in the 
package of medicine; is that correct ? 

Dr. Downe. Yes, sir. 

Senator Krravver. That is what the druggist sees, and the doctor 
may or may not see it. He, of course, does see the advertising. 

We found, in talking to Mr. Loynd of Parke, Davis, that there was 
a difference in the advertisement in the brochure in some of the word- 
ing and the caution in some of the promotional material. 

We found, also, that on some promotional material where the exact 
dosage was not given, there was no caution at all. 

Is it your recommendation that on all advertising, whether it gives 
the details of the dosage and what not the caution should be the same 
as in the brochure, Dr. Dowling? 

Dr. Downe. Yes, it is. 

Senator Krravver. I think, sir, you suggested that might be the 
subject of legislation. I think that Food and Drug has always taken 
the position— and takes it now most strongly—that the statements in 
the advertising are within the term of “labeling” and, therefore, under 
their control. But they frankly have not been exercising that control 
in the past. 

Has that been your experience? 

Dr. Dowtrne. This is my impression. However, I would say that 
T don’t see how they can extend their control over this unless their 
budget is larger and their staff is larger. 

Senator Keravver. I want to say I agree with you fully about that. 
They need more money. They need a new building, which I think 
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they are getting. I want to say on behalf of Congress, though, that 
we have always given them as much money as the budget has recom- 
mended for Food and Drug, and some more, I believe. 

You say here that the same-sized type ought to be used for the 
proprietary name and the nonproprietary name. We found that it 
has not been so. There again, does not the Food and Drug Admin- 
istration have that power at the present time? 

Dr. Dowtrna. As I understand it, they have this power for the 
label and the circular which accompanies the package which has been 
interpreted to be in all effects the same as the label. 

Senator Keravuver. But they just have not had the manpower or 
have not been able to enforce that provision, apparently. 

Dr. Dow1r1nc. They have not so ruled, sir, as far as I understand it. 

Senator Krravuver. Is that so? 

Dr. Dowt1ne. I do not believe this would take any additional 
manpower. 

Senator Keravuver. All they would need to do would be just to tell 
the pharmaceutical manufacturers: “This must be done,” and that 
would be it, would it not? 

Dr. Dowttne. This is my impression. 

Senator Krravver. If they do not do it, the agency can prevent 
them from making that drug. That is a pretty strong power. 

Now, one point that we get in trouble with—and I don’t know 
how you would handle it—is that when a pharmaceutical company 
makes a real breakthrough and is awarded a patent, nobody else can 
be granted a patent unless there is some real improvement. However, 
if it is found that on that patent they were charging unreasonable 
prices, then there will be the requirement that they be required to 
license others upon payment of a reasonable royalty. 

Where is that contained in your statement? Did I state it correctly? 

Dr. Dowtt1ne. Yes; I believe you did. 

Senator Kerauver. How would we ever determine a reasonable 
price ? 

Dr. Dow.1Ne. This is an extremely difficult and complex question, 
as you know, Senator. I am not an expert in the area of economics, 
but I have given this a great deal of thought. 

It seems to me that the costs of research on the drug could be deter- 
mined by good cost accountants. This is admittedly difficult because, 
as the pharmaceutical companies have testified, their research is dis- 
ease oriented rather than product oriented. 

But let us say that a company has been working on cancer for 5 
years and expended $10 million on this, and they come up with a drug 
which is effective against cancer. 

It seems to me that for purposes of future research, they can con- 
sider that they have spent the entire $10 million in 5 years for pro- 
ducing this drug, for discovering this drug. 

In addition to this, of course, there would be added the cost of pro- 
ducing the drug, of manufacturing it, of selling it, and distributing it. 

Then the hardest part comes in determining what would be a fair 
return to this company. The company deserves a fair return, in the 
shape of money available for dividends, on the basis of whether those 
dividends could attract additional capital into their business. 

It is possible to determine the going rate of capital; that is, the ratio 
of capital investment to dividends in similar companies; and by this 
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method it should be possible to determine what reasonable dividends 
this company should expect to have in order to carry on its business, 
in order to continue its research. 

When one adds all of these factors together, it should give a rea- 
sonable rate of return, a reasonable investment from which could be 
determined a reasonable rate of return. 

Senator Keravuver. Is this a matter you and others of the council 
on drugs have discussed ? 

Dr. Downe. No, sir, this has not been discussed in the Council of 
Drugs. This is not a matter that is usually considered by doctors. 

We don’t feel that we know anything about it, and, as I say, I am 
way out of my element except that I have been thinking hard on the 
subject. 

Dr. Buarr. Mr. Chairman, if I might just interject a thought in this 
economic discussion, there is one problem that arises in determining 
the costs of selling, distribution, and advertising in a field of this kind. 

There are some economists who are of the opinion that in an industry 
of this kind these indirect costs are really a residual, representing the 
difference between the price at which, for one reason or another, the 
company has elected to sell the product and the direct or manufactur- 
ing costs. Consequently, they are not an independent variable. They 
are a dependent variable in the sense that they are part of what 
remains after the production costs have been met. The company must 
then determine how this margin between production costs and price is 
going to be allocated between selling, distribution, advertising, re- 
search, on the one hand, and profits, on the other. 

Consequently, I think the idea of determining price based upon the 
concept that selling costs are an independert variable may not be too 
fruitful for an industry of this kind. 

Dr. Dowt1ne. Of course, as I said before, I am way out of my 
element, and angels rush in. But this is the reason why I think that 
this recommendation that I have made cannot stand alone. Taken in 
conjuction with these other recommendations, I would hope that it 
would place the emphasis on research, so that a company could not 
expect to survive in the market by putting a lot of its money into 
advertising. 

Dr. Buatr. You see what I mean, sir. The direct costs—labor, 
materials—are not so much a matter of company policy. It does cost 
so much to turn out the pill, the bottle—so many milligrams, so many 
bottles. It is an independent variable. But that cannot be said of 
the difference between the production cost and the price, namely the 
margin, because then it becomes a matter of company policy as to 
how much is to be allocated to the various types of indirect costs and 
how much to profits and dividends. 

Senator Krrauver. I think we all realize it is a very serious prob- 
lem. You have been thinking about it a great deal, Dr. Dowling. 

Just two other quick questions. You would protect the patent 
holder who made a real breakthrough, you say on page 9, unless the 
application for another patent proved that his drug served an im- 
portant purpose not served by the earlier product, or was clearly less 
toxic than its predecessor. 

I take it, then, that in your experience you have found that patents 
have been issued for an analog, as you say, where it really doesn’t 
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serve any important new purpose, and where it is really not less toxic 
than its predecessor. 

Dr. Dowt1ne. This is my impression, sir, although I have not fol- 
lowed the question of patents. In other words, I don’t really know 
upon which drug patents have been issued and which they have not. 

Senator Keravver. Allright, sir. Now, the next question—— 

Mr. Cuumepris. Would we run into any trouble as to whether a 
modification is a breakthrough or not? I notice something in Dr. 
Hench’s testimony, way back in the early part of the hearings, where 
he said looking for a change in the chemical substance sometimes 
brings about a drug that you would never have come across if you 
didn’t try to make a small modification. I could quote exactly what 
he said if it would help you. 

Dr. Downe. I understand what you are saying and agree with it, 
Mr. Chumbris. In other words, a company has to continue to try to 
make changes in a drug in order to come up with one which is worth- 
while. This is the essence of all research. But to be able to capitalize 
upon a slight modification, this is what I think has been an unfortunate 
situation. The company will, under the proposals that I make, have 
to continue to try to make modifications and capitalize on it only 
when it comes up with a really important modification. 

Senator Keravver. All right, sir. 

Now for the last question, and then I will turn it over to others. 
I was interested in your suggestion regarding the testing of drugs 
by the Food and Drug Administration, that there should be in the 
first place more independent objective testing of drugs. That is true, 
is it not? It should not be left just to the company’s own testing 
facilities, because it might not have an entirely unbiased viewpoint ? 

You said that the Food and Drug Administration should have 
funds to finance testing by an independent agency, usually a medical 
school or hospital. Dr. Finland, who testified yesterday, made the 
same recommendation as to the necessity of independent testing. But 
he thought this would more properly be assigned to the National 
Institutes of Health, acting through some of their study groups. 

Dr. Dowttna. I think I could answer this apparent discrepancy. 
I do not believe that it is an actual discrepancy. 

What Dr. Finland was recommending, I believe, is that these coun- 
cils, these study groups of the National Research Council, be utilized 
for judging. They would be similar to the councils which I am 
recommending that the Food and Drug Administration have avail- 
able—the council and panels of experts. 

; Senator Keravver. So it is just a matter of what you call the organ- 
ization ? 

Dr. Downe. As far as the councils are concerned, which organ- 
ization you assign this so. But in addition to this, I am suggesting 
that funds be available so that the Food and Drug Administration, 
if it receives information from a manufacturer about a certain drug 
which does not seem to hold water, and yet they cannot say exactly 
why—it looks suspicious, but they can’t say, “This is wrong”—they 
should be able to ask an independent agency to repeat these tests, 
and they should be able to pay for it, obviously. 

Senator Keravuver. I was interested in your recommendation that 
Food and Drug should have the power to pass on efficacy as well as 
toxicity. I have filed a bill including that provision. It is not in- 
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cluded in Secretary Flemming’s bill, but he said that was an important 
matter they were seriously considering. Do you think that is very 
important ¢ 

Dr. Dow11na. I do indeed. 

Senator Krerauver. Mr. Dixon, do you have any questions? 

Mr. Dixon. On that same subject, Mr. Chairman, on page 7 of your 
statement, Doctor, you recited the fact that in your opinion the Food 
and Drug Administration was not presently constituted, budgetwise 
and personnelwise, to check adequately and determine the quality of 
drugs. You went on in the next paragraph to say that all drugs should 
be up to standard, that there should not be substandard drugs on the 
market at all—there should not be any question about the drugs, they 
should all be of top quality, shouldn’t they, Doctor? 

os Downe. They should all come up to a certain minimally stated 

uality. 
, Mr. Dixon. You state on page 7: 


The standards are stated definitely in the United States Pharmacopeia and 
and the National Formulary. These compendiums are written by impartial 
organizations composed of members of the medical and pharmaceutical profes- 


sions. 

In testimony before us, I believe it would be fair to say it has been 
represented that although those standards were set, some of the larger 
companies had included in their product qualities that were higher 
than those bare standards. That was the argument that was made to 
us. I was a little hard put to understand it. Do you understand that? 

If acompany meets the standards set by the United States Pharma- 
copeia in all respects, is the product adequate, or could something be 
added to it that would make it better ? 

Dr. Downe. Well, may I answer first by saying that I understand 
that there are drugs on the market which are not up to those minimal 
standards, because the Food and Drug Administration cannot pos- 
sibly police the entire country, especially the small companies. So 
this could be corrected easily by an increased force, it seems to me. 

Now, in addition to this, the companies have put on certain finishing 
touches, about drugs, which relate particularly to rapidity of ab- 
sorption, and matters like this. These are not of primary importance, 
but are of some secondary importance. However, I, speaking as an 
individual, would say that I think that the Pharmacopeia and the Na- 
tional Formulary would change or add to their standards to incorpo- 
rate these factors if they thought they were going to become important 
factors in regulation. 

Mr. Drxon. In other words, you think they would have done that 
already, if they had believed that those higher standards were really 
important to the doctor ? 

Dr. Dowrrnc. No, sir. I am saying that they do not consider it of 
primary importance now, but that if it became important because 
these were included in regulation, that they would consider very se- 
riously adding these to their standards, so that these standards would 
also be available in these compendiums. 

Mr. Dixon. Many persons testified before this subcommittee, and 
some were doctors. The impression was very definitely given to me, 
and I believe it was so stated, to the effect that the best recommenda- 
tion that a doctor had to rely upon when he chose a particular drug was 
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the reputation and integrity of the manufacturer. It was pretty well 
agreed that was not a very good situation. 

The chairman mentioned a bill that he introduced, one part of which 
provided in effect for the licensing of manufacturers. 

In order to practice medicine, you have to have a license, don’t you, 
Doctor ? 

Dr. Downe. Ido. 

Mr. Dixon. I believe the pharmacist has to have a license in order 
to fill ptescriptions. Today we have manufacturers who can manu- 
facture drugs without a license. Of course, they are subject to the 
general provisions of the Food and Drug Administration Act. 

In the statement that the chairman made when he introduced this 
bill he said that one of its purposes was to make it easier for the Food 
and Drug Administration to do the job that you said could be done 
by increased appropriations in the investigation field. 

In other words, the Secretary of Health, Education, and Welfare, 
under this bill, would have the power to issue a license or withdraw 
that license, predicated upon standards that would be set and have to 
be met before a company could manufacture an ethical drug product. 
This would give the doctor, would it not, greater confidence in prod- 
ucts that were made by various manufacturers, if they had such a 
license ? 

Dr. Downe. Yes, I think it would. 

This is a method of regulation, and I have not gone, myself, into the 
different methods that might be used. But this is one method that 
could be utilized. 

Mr. Drxon. I thought you would be interested in it, because you 
emphasized the fact you thought Food and Drug should have more 
money and greater personnel in this general direction. 

Senator Kerauver. Mr. Chumbris? 

Mr. Cuvumperts. I have just one point. You probably have already 
stated it—but on page 2 of your paper you state: 

But when one inquiries into the reasons underlying the practices that have 
been criticized, it is obvious that these practices result from the efforts of the 
pharmaceutical companies to succeed in business while working within the 
framework of the prevailing laws and customs. 

Then you make certain recommendations. 

I would asume from that, in order to meet the full impact of your 
recommendations, most of these recommendations would have to suc- 
ceed, is that right? I mean, you just couldn’t have partial success 
in some of these recommendations to bring about the full impact of 
your recommendations. 

Dr. Dowt1ne. As I began to study this, Mr. Chumbris, I found that, 
as in so many attempted social changes, when you change one thing, 
you affect something else. Therefore, it became obvious that certain 
other remedial changes would have to be made. 

Now, I do not contend that this is the only series of recommendations 
which would work well. But I think that one would have to make 
more than one change. 

Mr. Cuumeprts. That isall. Thank you, Mr. Chairman. 

Senator Kerauver. Mr. Kittrie? 

Mr. Krrrrere. Doctor, I would just like to ask you one question. 
This pertains to some of these reforms that you outlined. The great 
majority of these apparently you believe can be accomplished through 
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legislation. As I look at this list, it appears to me that a great number 
of these changes would require legislation. 

In looking for ways to improve the situation in the drug industry 
and to increase competition and improve the product, one can look for 
answers of different types. You can have improvements through 
legislation. You can have improvements without legislation, just 
through some changes and modifications in the present operation of 
some governmental agencies that are responsible for the supervision of 
this industry. You can have individual improvements on th part of 
different companies. Or you also can have improvements undertaken 
in a cooperative fashion by the different companies, through their own 
central organization, for example. 

It has been recognized over the years in this country that much 
policing can best be done by the people immediately involved ; policing 
of the medical profession quite often is done by associations of medical 
people. Policing of members of the bar association is quite often done 
by the bar association, rather than a qovernmental agency. 

Would it be at all possible for some of these improvements to be 
undertaken through the operation, let’s say, of the association of drug 
manufacturers, rather than through governmental legislation ? 

Dr. Dow.1ne. In general, I subscribe to your statement. 

I would say, however, that you made the statement it has been 
recognized that policing can best be done by nongovernmental agen- 
cies. I would qualify this and say that in some cases policing can 
best be done by Government. Now, assuming this qualification, we 
should attempt always, when policing can be done as well or better 
by private agencies, to have them do it. 

I would subscribe to this 100 percent. 

If this series of suggestions seems to favor legislation, it is because 
Iam speaking before a legislative committee. 

There are many things that the medical profession can do and there 
are many things that the pharmaceutical profession can do to improve 
the situation. 

Mr. Kirrrie. Thank you very much. I was just interested in get- 
ting your idea as to what balance can be produced in having the in- 
dustry, itself, do some, so there would be less need for legislation. 
Thank you very much. 

Senator Kerauver. Dr. Dowling, we are certainly grateful to you; 
I think you just barely have time to catch your plane. We hope to 
see you again and we hope to hear from you again. We want to 
thank you very, very much. 

We hope that you will encourage more people, including more 
physicians, to be thinking about this problem. 

Dr. Dowr1ne. Thank you, Senator. 

Senator Keravver. Our next witness is Dr. Frank Lamont Meleney, 
M.D., D.Sc. Dr. Meleney, will you come around? Weare very glad 
to see you, sir. 

I know that we have inconvenienced you by the delay in the hearing 
today, and I am awfully sorry. We want to thank you for coming 
down and giving us the benefit of your work and research and recom- 
mendations. We know you to be one of the outstanding authorities 
in the field of antibiotics, as well as other drugs, in the world today. 

Dr. Meleney, what is your present work? Will you give us a little 
information about your background and your present position, as 
well as the various committees that you serve on? 
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STATEMENT OF DR. FRANK LAMONT MELENEY, MIAMI, FLA. 


Dr. Metenry. I was on the staff at Columbia in the medical school 
from 1924 until 1955, when I reached the age of retirement. 

Then I decided to continue my practice down in Miami, Fla., and 
I volunteered to help out the Surgical Department of the University 
of Miami School of Medicine. So I am called a lecturer in surgery 
without academic rank. I give certain lectures and hold seminars 
with the students. 

Senator Kerauver. You were professor of surgery at Columbia 
for these many years? 

Dr. Meteney. I was professor of clinical surgery. 

Senator Keravuver. Clinical surgery ? 

Dr. Meteney. And I am presently called emeritus professor. So 
I have that connection with Columbia still. 

Senator Kerauver. And you were head of the Bacteriological Re- 
search Laboratory, Department of Surgery of Columbia University ? 

Dr. Meteney. Yes. In 1925, I established a laboratory for bac- 
teriological research in the surgical department to serve as a link 
between the departments of surgery and bacteriology and to study 
problems of infection as they came up in the department of surgery. 

Senator Kreravuver. I can see that you are enjoying your lecturing 
at the University of Miami. You have a good suntan and seem to 
be in the best of health. 

Dr. Meteney. I enjoy the life down there very much. 

Senator Keravver. All right, Dr. Meleney. You have a very in- 
teresting and useful statement. Will you proceed with it, sir? 

Dr. MetenEy. Would you like me to read it in toto? Iam not sure 
that all of it is relevant to your investigation. 

Senator Keravuver. We think all of it is important. Whatever 
parts you do not read will be printed in the record as if read. So 
you just read the highlights or such parts as you want to. 

Dr. Meteney. This is concerning the antibiotic called Bacitracin. 


THE DISCOVERY OF BACITRACIN 


Bacitracin is an antibiotic produced by the Tracey I strain of 
Bacillus licheniformis. The organism was cultured from the debrided 
tissue removed from a compound fracture of the tibia in a 7-year-old 
girl named Margaret Tracey. 

It was discovered in June of 1943 by Miss Balbina Johnson, my re- 
search associate in the Bacteriological Research Laboratory of the 
Department of Surgery of Columbia University. The laboratory was 
then under my direction. 

At the time Bacitracin was discovered, the laboratory was working 
under a contract between the Office of Scientific Research and De- 
velopment and Columbia University and was engaged in a study of 
the prevention of infection in civilian accidental wounds and burns 
simulating war injuries. 

The sulfonamides and penicillin had been discovered and had been 
clinically appraised. They had been found to have limitations. 

I might interpolate here that at that time I was chairman of the 
subcommittee on surgical infections, which was a subcommittee both 
of the Committee on Surgery and the Committee on the Chemothera- 
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peutic and Other Agents of the Medical Research Council. We had 

set up a number of units throughout the country to study the value 

of the sulfonamides as they might be required in time of war, and our 

— was particularly to study surgical infections, wounds, and 
urns. 

Many laboratories at that time began the search for other antibac- 
terial agents and antibiotics. It was thought that in the mixed bac- 
terial flora of dirty street accidental wounds it might be possible to 
demonstrate some bacterial synergism or antagonism. 

From this particular compound fracture of Margaret Tracey the 
injured tissue was cut away and sent to the laboratory for bacterio- 
logic study. A small portion of an emulsion of this tissue was planted 
on the surface of an agar plate and a portion was planted in liquid 
medium. On the plate both cocci and bacilli formed individual 
colonies, but in the liquid medium only a bacillus grew, indicating 
that the bacillus had suppressed the growth of the cocci. 

It was then found that a filtrate from this culture contained an 
antibotic substance which prevented the growth of the cocci and many 
other varieties of bacteria. This filtrate was then found to prevent 
death from certain experimental infections in animals and was effec- 
tive in curing certain skin infections in man. 

The organism producing the antibiotic was an aerobic spore-form- 
ing bacillus which grew well on the surface of agar culture media 
or on the surface of liquid media. Studies were made with different 
ingredients in the media to determine which would give the greatest 
yield of the active principle and to find out the optimal period of 
incubation. 

Dr. Herbert Anker of the Department of Biochemistry of Colum- 
bia University then found a way to extract the active principle from 
the culture and concentrated it 100 times. 

This concentrated and partially purified antibotic was then found 
to prevent and cure experimental infections in animals and clinical 
infections in man and showed little or no evidence of toxicity. 

It now became advisable to apply for a patent for this important 
new antibacterial agent and by virtue of a stipulation in our contract 
with the OSRD: 

Senator Krerauver. What is the OSRD? 

Dr. Metenry. The Office of Scientific Research and Development. 

Senator Keravuver. Yes. 

Dr. Metenry (continuing). The patent was taken out in the name 
of Miss Balbina Johnson and myself with all rights turned over to 
the U.S. Government. The Government, in turn, was then able to 
issue licenses free to any pharmaceutical firm to produce the anti- 
biotic. The patent rights were assigned to the Government in Decem- 
ber 1944. 

On the basis of our laboratory and clinical studies, the first scien- 
tific report on Bacitracin was prepared during the summer of 1945 
and was published in Science in October of that year. 





THE COMMERCIAL PRODUCTION OF BACITRACIN 


The preliminary studies of Bacitracin clearly indicated the necessity 
for its further production, purification and clinical appraisal. In 
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order to carry this out, it was decided to call upon one of the commer- 
cial firms to produce it in large quantity. 

After conferences with Lederle, Merck and Squibb in July of 1944, 
Lederle was finally selected as the firm with the necessary available 
equipment to supply the quantity desired. A special Government 
grant of $10,000 was made to provide the media for this purpose and 
Lederle accepted the responsibility for trying to produce Bacitracin 
on a large scale. 

However, they soon ran into difficulties. Their cultures became 
contaminated and gave a low yield of the active principle and Lederle 
found it necessary to hold up production until this difficulty could be 
overcome by further research. Lederle was at the time very much 
more interested in the antibiotic Aureomycin, which they had dis- 
covered and were developing. 

After a year’s halfhearted effort—I should put that in quotation 
marks because that was our interpretation of 1t—they gave up any 
further attempts to make Bacitracin, which would undoubtedly com- 
pete with their own discovery, Aureomycin. 

At the suggestion of Dr. Robert Coghill, the director of the northern 
regional laboratory of the Department of Agriculture in Peoria, Il, 
we turned to the Ben Venue Laboratories of Bedford, Ohio, which had 
been one of the earlier producers of penicillin by surface growth on 
media in large rectangular bottles but had given it up when a way 
was found to produce penicillin in deep tanks. We thought that 
Bacitracin would have to be produced by surface growth and found 
that the Ben Venue Laboratories had the necessary apparatus and 
would be willing to use it in the production of Bacitracin. 

In less than a year, in 1947, they were able to make available 
a highly soluble potent lyophilized powder containing the active 
principle. An arbitrary unit was set up for measurement and this 
material contained 35 units per milligram. 

One by one, 14 commercial firms applied for a license and under- 
took to make Bacitracin. The Commercial Solvents Corp., in 1948, 
was the first of these firms to find a method of producing it.in deep 
80-gallon tanks. This greatly reduced the cost of production. Soon 
afterward Chas. Pfizer & Co. found a method of producing it in like 
manner. 


THE FIRST TREATMENT OF PATIENTS WITH BACITRACIN 


Dr. John Scudi of the Department of Pharmacology of Columbia 
University, undertook a pharmacologic study of Bacitracin. He 
found it to be nontoxic for all body tissues except the lower tubular 
epithelium of the kidney, which showed some swelling and, with very 
large doses, some necrosis of these cells. It was found that Bacitracin 
was not absorbed from the alimentary tract and therefore for systemic 
treatment it had to be given intramuscularly or intravenously. 

With the commercial produce of the Ben Venue Laboratories, we 
began cautiously to treat patients with various types of infection. 
_ Westarted with doses of 3,000 units every 8 hours by intramuscular 
injection and gradually worked up to 50,000 units every 6 hours with- 
out evidence of significant toxicity. 

_ We also treated surface infections locally with the antibiotic in solu- 
tions and ointments. The first hundred cases treated locally with 
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Bacitracin were reported in the Journal of the American Medical 
Association in March 1947. 


FOOD AND DRUG ADMINSTRATION SPECIFICATIONS 


In January 1948 specifications were set up by the Food and Drug 
Administration to cover the potency, solubility, stability, toxicity, and 
certain pharmacologic effects of Bacitracin. The potency require- 
ment was 35 units per milligram and the toxicity level was an LDs» 
of 200 units for a 20-gram mouse. 

I would like to interpolate here that at that time I recommended 500 
units, but the manufacturers said that they thought that that specifi- 
¢cation would be hard to reach, and inasmuch as we had found 200 
units for the Ben Venue surface growth material to be of low toxicity, 
we accepted that as the primary specification. 

LD,» of 200 units means in a series of 20-gram mice, half of them 
would die when given that number of units intravenously. 


THE FIRST REPORT OF SUCCESSFUL TREATMENT WITH SYSTEMIC BACITRACIN 


As soon as the Commercial Solvents Corp. began to make Bacitracin 
in deep tanks, the Ben Venue Laboratories gave up the process of 
growing the organism on the surface of liquid media. However, the 
supply which they had produced was sufficient to treat 85 cases with 
systemic, that is to say, intramuscular injections. Almost all of these 
cases were treated under my direction at the Presbyterian Hospital 
in New York, but for the clinical evaluation of Bacitracin, units were 
set up in Philadelphia under Dr. Harold Zintel, in Cincinnati under 
Dr. William Altemeir, in New Orleans under Dr. Alfred Longacre, 
and in San Antonio under Dr. Edwin Pulaski. 

The first report of a series of 106 cases treated systemically, that is, 
intramuscularly with Bacitracin was made to the American Surgical 
Association in April of 1948 and appeared in the Annals of Surgery 
later that year. In this series there was little or no evidence of toxicity 
until the last 10 or 15 cases were treated. These were treated with 
the product of the Commercial Solvents Corp. and made from the 
growth of the organism in deep tanks during the latter part of 1947 
and the beginning of 1948. Although this product met the specifica- 
tions set by the FDA, it was found that some of the treated cases 
showed more nephrotoxicity than had been observed in patients who 
had received the surface growth product of the Ben Venue Labora- 
tories. 

These toxic cases were first observed in the units under the direction 
of Dr. Zintel in Philadelphia and Dr. Pulaski in San Antonio. Later 
similar cases were observed in the units in New York and Cincinnati, 
but none in the unit in New Orleans. 

About 85 cases were treated with this early deep-tank material. 
One patient in Philadelphia, under Dr. Zintel’s direction, showed no 
toxicity with his first series of treatments, but he did with his second, 
indicating the difference in the toxicity of the two lots that were used 
in those two treatments. 

From Dr. Zintel’s unit and from the one under Dr. Pulaski in San 
Antonio, reports of this nephrotoxicity were published and were 
quoted extensively in many subsequent publications both in medical 
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journals and in books—giving rise to a general fear in the minds of 
doctors that Bacitracin was an antibiotic too toxic to be used systemi- 
cally. Although no deaths were reported or observed or attributed to 
this Bacitracin, it was thought best to stop treatment temporarily in 
all units until this problem of toxicity could be solved. 

Later one case was reported of death, which was attributed to 
Bacitracin, a case of endocarditis, that had failed to respond to peni- 
cillin and Streptomycin, and was in bad condition when Bacitracin 
was started. Sufficient attention was not paid to the intake of water 
in that case, and over the weekend, when there was a low intake, and 
while benedrid was being used to block the excretion through the kid- 
neys, the patient did die. It may be that under those circumstances, 
Bacitracin was responsible for the death. But that is the only case on 
record of death from Bacitracin that I know of. 


A STUDY OF THE TOXICITY PROBLEM 


The first essential was to find out if there was any correlation be- 
tween the laboratory test. for toxicity, as measured by the LD;» for a 
20-gram mouse, and the clinical evidences of toxicity, as measured by 
the presence of albumin and casts in the urine and a rise in the reten- 
tion of nitrogen in the blood. 

The FDA had made no laboratory tests on the surface growth mate- 
rial, because no standards had been set up when that material had 
become available. However, LD;. figures had been obtained for all 
of the deep-tank lots and we knew which lot had been used in the 
treatment of every patient. A careful study of these patients’ records 
revealed the fact that practically all of those who showed toxic _ 
and symptoms had received Bacitracin from lots with an LD,» of less 
than 500 units for a 20-gram mouse, while those patients receiving 
material with an LD;. of 500 units or more showed practically no 
toxicity. 

When this had been established, it was reported to the Commercial 
Solvents Corp. managers, but they were loath to believe it. They said 
that as far as they knew, there was no difference in the method of 
manufacture of the different lots. 

However, I urged the FDA to raise the specification for toxicity to 

an LD,, of 500 units and directed the study groups not to treat any 
patients with any material that did not meet this specification and to 
limit the dosage in any given case so as not to exceed 100,000 units a 
day. 
The FDA promptly responded to my request, although both the 
Commercial Solvents Corp. and Pfizer protested against this specifica- 
tion, which they said would be difficult to reach, as they had done 
previously, when I had asked that that be set as the original specifi- 
cation. 

About this time S. C. Penick & Co. decided to make Bacitracin and 
accepted the specification for toxicity. A little later the FDA decided 
to give up the LDs» test because of the variability of results in the 
FDA and manufacturers’ laboratories with different lots of mice. 
They decided to substitute for it what they considered a more reliable 
LD,, test of 100 units intravenously for a 20-gram mouse. That is, 
with that dose, none could die. I did not approve of this change. 
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In 1951 our laboratory for bacteriological research in the Depart- 
ment of Surgery at Columbia was asked by the FDA to carry out a 
carefully documented therapeutic series with hospital patients, to see 
if these new specifications provided an adequate safeguard to permit 
the release of Bacitracin for general systemic use by physicians with- 
out the limitation “for hospital use only” previously required. 

It was decided to include in this series 5 cases treated with each 
of 12 different lots of Bacitracin, 4 lots being provided by each of 
the 8 producers; namely, Commercial Solvents, Pfizer and Penick. 
This gave a total of 60 cases, 20 patients being treated with the product 
of each manufacturer. 

On the basis of a review of both the clinical course as observed by 
myself and the laboratory results independently by my research as- 
sociate, the cases were placed in three categories—slight, moderate, 
and severe (disturbing), as far as nephrotoxicity was concerned, 

The laboratory results permitted a fairly precise method of scoring 
based upon the quantitative tests for albuminuria and the blood urea 
nitrogen. It was surprising how closely these independent appraisals 
agreed, there being only a few discrepancies on borderline cases. A 
combined review of these borderline cases made it possible for us to 
come to complete agreement regarding the degree of the effect upon 
the kidneys of the systemic Bacitracin. 

A total of 29 cases were treated prophylactically, cases in which 
there was the likelihood that an infection would develop, and 31 
were cases of well-established infections. The prophlactic cases were 
treated on an average for 10 days, while the duration of treatment 
for the established infections was 20 days. For the 29 prophylactic 
cases the toxicity was slight in 24, moderate in 4, and disturbing in 
1case. In the 31 cases of established infection the toxicity was slight 
in 21, moderate in 9, and severe in 1 case. In both cases of disturbing 
and severe toxicity the damage was reversible. Both of these cases 
were treated with the same lot of one of the manufacturers and we 
were told that this had been made by a new process. 

This lot was definitely more toxic than the other three lots produced 
by this manufacturer. This fact was promptly reported to the manu- 
facturer with the suggestion that the process be abandoned and that 
a careful comparison be made between it and the method used in 
producing the Jess toxic lots. It was thought that such a study might 
solve the whole question of Bacitracin toxicity. The four lots of each 
of the other two manufacturers also showed differences in toxicity, 
but none so striking as the differences between the lots produced by 
the third manufacturer. 

It was noted with considerable interest that those cases which 
showed some evidence of kidney injury before Bacitracin was started, 
did not have any greater kidney damage than did those with normal 
values before Bacitracin treatment began. This suggests that the 
kidney changes produced by Bacitracin are not the same as those 
which usually occur as a result of disease or the degenerative changes 
of old age. 

The fact that there is often a rise in albumin, casts and cellular 
elements in the urine up to the fifth to the seventh day of Bacitracin 
treatment and then a decline with continued treatment, would seem 
to indicate that the kidneys adapt themselves to the Bacitracin and 
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that whatever damage may occur is promptly repaired. Most of the 
cases in this series were examined again later and no evidence of 
residual kidney damage was found. In this series there was no evi- 
dence of cumulative toxicity with prolonged treatment. In all of 
the cases treated over a period of 25 to 98 days the nephrotoxicity was 
slight. 

This series produced convincing evidence and confirmed our previ- 
ous contention that different lots of Bacitracin varied in toxicity and 
that it was important for the manufacturers to be certain that every 
lot measured up to the specifications set up by the Food and Drug 
Administration. It was also important that the manufacturers try 
to explain this discrepancy by a careful study of the various steps of 
manufacture. 

This series also convinced the FDA of the efficacy and safety of 
Bacitracin and Dr. Henry Welch was ready to remove the limiting 
requirement for systemic employment, that 1t be confined to use only 
in hospitals which had the facilities for carrying out concurrent lab- 
oratory tests. However, before removing this limitation he suggested 
that another series of laboratory observations of nephrotoxicity in 
rats following Bacitracin injection be carried out simultaneously in 
the FDA laboratories, in the laboratories of each of the three manu- 
facturers, and in our own laboratory at the Columbia-Presbyterian 
Medical Center. This was done and the results in all of the labora- 
tories indicated that even with doses 10 times those used in our clinical 
cases, relatively weight for weight, there were microscopic evidences 
of reversibility and recovery from the pathologic changes in the kid- 
neys. Following these studies Bacitracin was fully released by the 
FDA for both systemic and local use without the limitation formerly 
in force requiring it to be used systemically only in hospitals. 

This series of episodes clearly indicates the interest and care of 
Dr. Welch in making Bacitracin available to the medical profession 
and at the same time protecting the public from any attendant danger. 

Further protection was given the patient by including in our pub- 
lished report of these studies, directive for the intramuscular admin- 
istration of Bacitracin. This included the following important pre- 
cautions: 

1. The daily adult dose should not exceed 100,000 units and no 
single dose should exceed 25,000 units. The dose for children should 
not exceed 400 units per kilogram of body weight. 

2. Most cases of infection caused by organisms susceptible to Baci- 
tracin will respond to a rose for adults of 20,000 units every 8 hours. 

3. If there is no response in 48 hours, the dose may be increased to 
25,000 units every 6 hours. 

4. The concentration of the antibiotic should be 10,000 units per 
cubic centimeter, with the dry powder dissolved in 2 percent Novocain 
or 114 percent Monocaine Hydrochloride. It should be given in the 
outer upper quadrant of the buttock, alternating left and right. 

5. Fluids should be forced to 2,500 cubic centimeter a day for adults, 
with corresponding amounts for children. 

6. The intake of fluid and the urinary output should be measured 
accurately every day. This is the most important feature of careful 
administration. The daily output of urine should be at least 1,000 
cubic centimeters for an adult. With that output there need be no 
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fear of toxicity. If the output falls below 600 cubic centimeters with 
a 2,500 cubic centimeter intake, it would be wise to discontinue the 
Bacitracin, except in desperate circumstances. 

7. The urine should be examined before beginning Bacitracin treat- 
ment and every third or fourth day thereafter during treatment test- 
ing for the presence of albumin, casts and cellular elements. These 
may be expected to appear on the second or third day, reach a peak 
on the fifth to the seventh day, and then decline during treatment. 

8. The blood urea nitrogen often shows some variability during 
treatment, but that test is not essential unless there is an oliguria. 

9. If anorexia, nausea, or vomiting occurs, they will generally be 
corrected by giving 25 milligrams of Dramamine with each dose of 
Bacitracin. 

10. If no serious signs or symptoms of toxicity develop in the first 
week, treatment may be continued almost indefinitely without fear 
of any cumulative toxicity. 


FURTHER REPORTS OF SYSTEMIC ADMINISTRATION 


In 1949 a report was published describing the first 270 cases of 
various types of infection treated al with Bacitracin and 
covering three stages of our experiences. The first 85 cases were 
treated with the “surface growth” Bacitracin, when evidences of 
nephrotoxicity were minimal and inconsequential. The next 85 cases 
were treated with the early deep-tank material, among which were 
certain disturbingly toxic lots. The last 100 cases were treated with 
smaller doses of less toxic lots under carefully controlled conditions 
and following the directive referred to above. During the last phase 
of the study, confidence in the efficacy and safety of Bacitracin was 
largely restored. 

In 1952 further experiences were described, including a series of 
160 more cases treated systemically, some with supplementary local 
treatment with Bacitracin. This study pointed out particularly the 
lack of toxicity when Bacitracin is applied locally to brain tissue for 
the prophylactic and active treatment of neurosurgical infections. 
This experience strengthened still further the conviction that Baci- 
tracin was a safe and effective antibiotic which could and should be 
used more widely for the treatment of infections caused by suscepti- 
ble organisms without fear of nephrotoxicity, if the precautions out- 
lined by the directive were followed. Therapeutic effects could be 
expected with doses only one-tenth of those which might cause seri- 
ous nephrotoxic effects. 


EXPLANATION OF VARIABILITY OF TOXICITY IN EARLY PREPARATIONS 


During this period, Codington, working in our laboratory at Co- 
lumbia, brought forward the probable explanation for the difference 
in toxicity of different lots of Bacitracin. Craig and his associates 
at the Rockefeller Institute for Medical Research had shown by 
countercurrent studies that commercial Bacitracin was composed of 
five different polypeptides which he designated A, B, D, C, and F. 
Codington, by similar countercurrent studies, found that Bacitracin F 
is the degradation product of the most active component, Baci- 
tracin A. Bacitracin F has no active antibiotic action, but it retains 
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its toxicity. The more toxic lots have less of A and more of F. It 
becomes necessary for the manufacturers to prevent or minimize the 
degradation of A to F. The results of this study indicate the possi- 
bility that the peculiar structure within the molecule responsible for 
its antibiotic action is not inself responsible for the toxicity and one 
might be separated from the other. 


THE ADVANTAGES OF BACITRACIN OVER OTHER ANTIBIOTICS 


The antibacterial spectrum of Bacitracin was found to be similar 
to that of penicillin and it was thought at first that there might be no 
need for an antibiotic with the special attributes of Bacitracin. 
However, there were certain characteristics of Bacitracin that indi- 
cated that it might be preferable in the treatment of certain 
infections: 

1. Patients do not show any idiosyncrasy to Bacitracin as some do 
to penicillin. 

2. Bacitracin does not develop allergy in patients as penicillin does 
in many cases. 

3. Bacitracin is not inactivated by any bacterial product as peni- 
cillin is produced by many associated organisms found in mixed 
infections. 

4. Organisms are slow to develop resistance to Bacitracin. 

Year by year, from 1945 on, more and more organisms were found 
to be resistant to — as that antibiotic began to be employed 
more and more indiscriminately. This was particularly true of the 
most common infecting organisms, namely, the staphylococci. Almost 
all of these organisms were found to be susceptible to Bacitracin and 
the ratio of organisms susceptible to Bacitracin and resistant to peni- 
cillin increased from 5 to 1 to 9 to 1 in the course of a few years. 

During this period other antibiotics were discovered, particularly 
Streptomycin, Aureomycin, Terramycin and Chloromycetin, which 
were potent against many of these penicillin-resistant staphylococci. 
However, as they became widely advertised and in turn were used 
promiscuously, these organisms became resistant to them also. Fur- 
thermore, these antibiotics were bacteriostatic in their action rather 
than bactericidal and they were therefore not as potent, particularly 
in the treatment of surgical infections. All of them also had dele- 
terious side effects and gave rise to allergic reactions. 

A survey of about one-third of the hospitals throughout the coun- 
try by Dr. Welch and his associates brought out the fact that there 
was an ever-increasing number of deaths from anaphylactic reactions 
in patients who had become allergic to penicillin as well as many 
serious skin rashes from simple to exfoliative dermatitis. There were 
prolonged disturbances of the gastrointestinal tract as well as skin 
rashes caused by the tetracyclines, and serious anemias following the 
administration of Chloromycetin. These unfortunate sequelae were 
seldom reported in the medical] literature and were minimized in the 
extensive advertising of the pharmaceutical firms which were dis- 
tributing and exploiting their products. 

The widespread report of the nephrotoxicity of some of the early 
deep-tank lots of Bacitracin prevented its indiscriminate use. In 
fact, it led many doctors to believe that Bacitracin should be used 
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systemically only as a last resort, when all else had failed. If used 
under those circumstances, of course, it had the least possible chance 
to succeed. 

It has been demonstrated over and over that the best chance of 
success with the antibiotics is to demonstrate by sensitivity tests the 
antibiotic most potent against the causative organism and to use it as 
early as possible in the course of the disease. Too often one anti- 
biotic after another is tried without these laboratory tests. Thus valu- 
able time is lost and there is increasing risk of permanent disability 
or death. 


THE SYNERGISM BETWEEN BACITRACIN AND OTHER ANTIBIOTICS 


It is of special interest and importance that a synergistic action 
has been found between Bacitracin and a number of different anti- 
biotics, rendering it a valuable agent to use in mixed infections or in 
infections which do not respond to one antibiotic alone. Eagle dem- 
onstrated such a synergism between Bacitracin and penicillin in the 
control of experimental rabbit syphilis and our laboratory demon- 
strated it clinically in several cases of osteomyelitis. Our laboratory 
has also shown synergism between Bacitracin and neomycin. Loewe 
and others have found the combination of penicillin and bacitracin 
effective in cases of subacute bacterial endocarditis when penicillin 
alone was impotent. Chabbert and Veron have demonstrated syn- 
ergism Bacitracin and erythromycin. 


THE PRESENT COMMERCIAL PRODUCTION OF BACITRACIN 


There are at present only three manufacturers of Bacitracin in this 
country and several in Europe, although a free license for its manu- 
facture may be obtained from the U.S. Government and there are no 
royalties to pay. Many pharmaceutical firms prepare and sell Baci- 
tracin in one form or another for local use, but only one of the three 
American manufacturers, Pfizer & Co., is a direct distributor of the 
antibiotic for systemic use. Upjohn is the other chief distributor of 
Bacitracin for that purpose, obtaining it from one of the three manu- 
facturers, Commercial Solvents, Penick, and Pfizer. 

In spite of many recent reports pointing out the safety and efficacy 
of Bacitracin and the removal of restrictions for its systemic use by 
the FDA, Pfizer still stresses its dangers and continues to print on 
the labels and in the directive that systemic Bacitracin is “for use 
only in hospitals.” Pfizer never advertises its use or directs detail 
men to advocate its use. Possibly this is because Bacitracin will com- 
pete with Pfizer’s own special products. 


THE ROLE BACITRACIN MIGHT HAVE IN CONTROLLING HOSPITAL INFEC- 
TIONS, WHICH HAVE BECOME OF GREAT IMPORTANCE IN THE LAST FEW 
YEARS 


Bacitracin might well have a special role to play in the prevention 
and control of hospital epidemics due to penicillin-resistant and 
tetracycline-resistant staphylococci. The solution of this problem lies 
in minimizing the spread of the organism from patient to patient and 
from carrier to patient and in terminating the infection in individual 
cases as quickly as possible. 
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Bacitracin should be started as soon as the causative organism has 
been found to be penicillin-resistant and Bacitracin-sensitive. It 
should supersede the broad spectrum and other bacteriostatic anti- 
biotics, because it is bactericidal and it is more prompt in its action. 
When sprayed into the nose and throat of a carrier of staphylococci, 
it may be expected to minimize the multiplication and spread of these 
organisms. 

THE PRESENT COST OF BACITRACIN 


The present cost of Bacitracin is too high. Although much expense 
was incurred in the early stages of commercial manufacture, I have 
been told that at present the cost of production of 50,000 units (1 
gram) is about 17 cents. It could be sold wholesale in sterile contain- 
ers for about 75 cents. That is a figure that Dr. Blair has just given 
me. 

At present, it is sold wholesale to hospitals for something over $4 
and to patients retail for $6. If the price were brought down to 
reasonable figures, Bacitracin would have a much wider sale and thus 
serve the public more effectively. 

Summary: 

1. The discovery and development of tho antibiotic called Bacitra- 
cin has been reviewed. 

2. The difficulties of commercial production have been briefly 
described. 

3. The early “surface growth” Bacitracin was clinically effective 
and of low toxicity. 

4. Some of the early “deep tank” Bacitracin was nephrotoxic and 
widespread reports of this finding engendered fear of using it sys- 
temically. 

5. By raising the FDA specifications for toxicity and limiting the 
daily intramuscular dose to 100,000 units, the danger of nephrotoxicity 
has been largely removed. 

6. The chief precaution to be taken in order to minimize or prevent 
nephrotoxicity is to be sure of an adequate intake of fluid and an 
accurate measurement of urinary output. 

7. Bacitracin is almost always potent against the penicillin-resistant 
and tetracycline-resistant staphylococci and has an important role to 
play in the control of hospital infections due to these organisms. 

8. The cost of Bacitracin should be lowered to encourage its wider 
employment. 

Senator Kerauver. Thank you very much, Dr. Meleney. 

Let me see if I can summarize briefly the important points that you 
make in connection with Bacitracin. It was discovered in your lab- 
oratory by you and Miss Johnson back in June 1943. Which of these 
antibiotics were in existence at that time; was Terramycin ? 

Dr. Meteney. No; only penicillin, and the second one was strepto- 
mycin discovered about the same time at Bacitracin was. 

Senator Kerauver. Tetracyline came much later? 

Dr. Metenery. Yes. 

Senator Keravver. In 1948, I believe. 

Dr. Metenry. The first of the tetracyclines was Terramycin. 

Senator Keravuver. Yes, Terramycin. 

Dr. Metenry. And the second one was Aureomycin. 

Senator Kerauver. Was Terramycin produced in 1948-49 by Lilly? 
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Dr. Me.enry. No, Senator; that was by Pfizer. Terramycin was 
discovered by Pfizer. 

Senator Kerauver. By Pfizer? 

Dr. Meteney. I think either in 1947 or 1948. Iam not sure of that 
date. 

Senator Keravuver. Aureomycin was developed by Lederle about the 
same time ¢ 

Dr. Metenry. About in 1948, and then Chloromycetin was the next 
one by Parke, Davis. 

Senator Kerauver. I believe that was 1949 ? 

Dr. MELENEY. 1949, I believe. 

Senator Kerauver. Tetracycline came in about 1950? 

Dr. Metenry. Then it was found that Aureomycin and Terramycin 
were forms of tetracycline. 

Senator Kerauver. Yes. 

Dr. Metenry. One was chlortetracycline and the other oxytetra- 
cycline and Lederle gave up Aureomycin and put out tetracycline as 
Achromycin. 

Senator Krerauver. But Bacitracin is in the public domain. Any- 
body can get it on a free license and there are no royalties to pay what- 
soever. 

Dr. Metenry. Yes. 

Senator Keravver. Isthat correct ? 

Dr. Meteney. Yes, Senator. 

Senator Krerauver. In other words, it means nothing to you finan- 
cially if any amount of it issold ? 

Dr. Meteney. No, sir. 

Senator Krravuver. And there is no royalty to Miss Johnson, who 
was your codiscoverer, is that correct ? 

Dr. MetenEy. Yes; that is correct. 

Senator Kerauver. Anybody can get it and manufacture it. 

The next point is, I believe you said that it has to be given intra- 
veneously. 

Dr. Meteney. I didn’t quite get that. 

Senator Keravuver. It has to be given by injection ? 

Dr. Metrenry. I am sorry; I didn’t hear that. 

Senator Kreravver. I say it is not given orally. 

Dr. MeteneEy. It is given orally ie the control of intestinal organ- 
isms, because it stays in the intestine and is not readily absorbed. It 
has a very important use in that connection. 

Senator Kerauver. But, anyway, it can be given orally or by in- 
jection, just like the others? 

Dr. Metenery. It is not absorbed from the alimentary tract. 
Therefore, the systemic control of infection cannot be made with the 
oral administration. 

Senator Krerauver. Yes, I understand. 

The batches made in the early years of its production in deep tanks 
turned out to have some severe toxic effects, is that correct? 

Dr. Meteny. Yes, Senator. 

Senator Keravuver. And that cast a cloud over its use? 

Dr. Meteneyr. That is true. 

Senator Krrauver. But it was found that if made properly in open 
containers 
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Dr. Metenry. That is the way it was made first, and we had 
worked up to doses of 200,000 units a day with that surface growth 
material, and had no trouble with its toxicity. When the deep tank 
material was made, instead of starting slowly as we should have done, 
with small doses and found the limit of that safety, we started right 
off with 200,000 units a day. 

Senator Keravuver. But in any event, as it is made now, it is no 
more toxic than Terramycin and certain other broad-spectrum anti- 
biotics? 

Dr. Meteney. That is right. If the directions are followed, it is 
perfectly safe. I have given it in hundreds of cases without any evi- 
dence of toxicity, if the directive is followed. And it doesn’t have 
many of the unfortunate side effects of tetracycline and Chloro- 
mycetin. 

Senator Krerauver. It does not have many of the side effects that 
tetracycline has? Does it cause any blood dyscrasias? 

Dr. MELENEY. No, sir. 

Senator Kerauver. Such as Chloromycetin ? 

Dr. Metenety. It has no such effect. 

Senator Kerauver. It is particularly effective in treating surgical 
wounds and also particularly effective in hospitals or places where 
resistant strains of staphylococci impose a problem when you use 
Terramycin and others; is that correct ? 

Dr. Metenery. That is true. 

Senator Kerauver. Or tetracycline. And the Food and Drug Ad- 
ministration eliminated the requirement that it could be used only in 
hospitals ? 

Dr. Metenty. Yes. 

Senator Kerauver. They have eliminated the requirement that it 
had to be so labeled ? 

Dr. Metenry. That is true. 

Senator Kerrauver. But still Pfizer keeps the label on the bottle. 
Have you written to Pfizer about this? 

Dr. Mevenry. Yes, I have, several times. 

Senator Keravcver. What did they say? 

Dr. Mreteney. Well, they assured me that a change would be made 
in the directive. But so far it has not been carried out. And I do 
not know why. So I wrote to Dr. Welch and asked him if he knew 
why, and to make the suggestion from his official point of view, and 
he said that he would, and see what he could do about it. 

Senator Kerauver. But it has not been done yet? 

Dr. Metenery. No, not as far as I know. 

Senator Krravver. Pfizer is the only company that makes it that 
has a detailing force ? 

Dr. Mreteney. Yes. 

_ Senator Keravuver. But the detail people do not mention it, and 
it is not in their advertising? 

Dr. Metenry. No. I have never seen it advertised. 

Senator Kerauver. What are Pfizer’s products in broad-spectrum 
antibiotics ? 

Dr. Meteney. Well, they have, of course, Terramycin. 

Senator Kerauver. Terramycin is their form of tetracycline? 

Dr. Metenry. Yes, that is oxytetracycline. They also have Ole- 
andomycin and Sigmamycin. 
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Senator Keravver. On all of which they have a patent? 
Dr. Metenry. I believe they have a patent, and they advertise both 
very widely. 

Senator Krravver. This product Bacitracin would be in a sense 
competitive with some of these other broad-spectrum antibiotics that 
Pfizer and others make, is that correct ? 

Dr. Metenry. Yes. 

Senator Krrauver. And in many cases would be more useful since 
resistant strains of staphylococci have become prevalent in a great 
many hospitals. 

Dr. MeLenty. Yes. 

Senator Kerauver. And also 

Dr. Metenry. I think that the primary fault was in the wide- 
spread report of the nephrotoxicity of some of the early lots. And 
those reports have been quoted over and over. And the later reports 
of the safety and efficacy of Bacitracin have not eliminated from the 
doctors’ minds the fear of toxicity. 

Now, it seems to me that the manufacturers should have, could have 
banished that fear if their distributing detail men had given those 
facts to the doctors. 

Senator Kerauver. Since there is no royalty and no license fee re- 
quired, and no patent monopoly, could this product be put on the 
market in comparable dosage amounts at a very, very much lower 
price to the hospital, Doctor, and to the druggist, than the other broad- 
spectrum antibiotics which it might be in competition with ? 

Dr. Meteney. I can understand, of course, that these firms are 
more interested in their own product. Their primary concern, of 
course, is to increase their own business. I think their secondary 
interest should be in giving the best medicines they can to the public. 

Senator Kerauver. But their first interest is in promoting their own 
products. 

Dr. Metenry. And I can understand perfectly well why they have 
not pushed Bacitracin. But I do think that in the present situation, 
they might very well take on, particularly Pfizer, who is the manu- 
facturer of it, and Upjohn, who is one of the distributors of it, make 
more effort to make it more widely used and acceptable. 

Senator Kerauver. Let me say this again. It could be sold in 
dosage form a great deal cheaper than the patented products of these 
pharmaceutical companies, in the broad-spectrum field ? 

Dr. Meteney. I think it could be sold at a very much lower figure, 
because I have been told by the manufacturers that the actual pro- 
duction of 50,000 units, that is, 1 gram, only costs 17 cents to make. 

Senator Keravuver. 50,000 what ? 

Dr. Meteney. 50,000 units, which is about 1 day’s treatment dosage. 
Or it is half of the maximum daily dosage. 

Senator Keravver. Well 

Dr. MeteneEy. At present it costs the patient $6. 

Senator Keravuver. But you have been told that they could produce 
it for 17 cents. Fifty thousand units of Bacitracin could be produced 
at about 17 cents. 


Mr. MEteney. Yes. 
Senator Keravver. That is about a gram; is it not? 
Dr. Meteney. That is just about a gram; yes. 
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Senator Knrauver. Four tetracycline pills, which is about a gram, 
cost not quite $2. The cost to retail consumer, that is. 

Dr. Metenety. Dr. Blair tells me that the manufacturers have told 
him that they can have it prepared in a sterile vial and sell it for 75 
cents. It would seem to me even that was a much higher figure over 
the production cost than is necessary, if it were made in large 
quantities. 

Senator Kerauver. This is one place where it looks as if some of 
the small companies which cannot get licenses on these trade name 
patented products might very well get into the field and compete with 
the bigger companies; don’t you think so ? 

Dr. MELENEY. Yes. 

Senator Kerauver. If some of these small companies try to push 
sales of it—Commercial Solvents is not an ethical drug company pri- 
marily ; is it? 

Dr. Metenty. They only took on pharmaceuticals when penicillin 
started, and they were among the first, if not the first, to make peni- 
cillin in deep tanks. Then they for a time planned to have a dis- 
tributing force, but that did not work out very well, and I think they 
have given that up. 

Senator Kerauver. How about Penick? I can see why Pfizer might 
not want to compete with its own product by pushing a nonpatented 
oh ne Penick does not have a distribution system; is that the 
trouble ¢ 

Dr. Metenry. That is correct. They do not have detailmen out 
to distribute their products or to contact doctors. 

Senator Kerauver. Ary questions of Dr. Meleney ? 

Mr. Cuumpris. The only observation that I would like to make, as 
to what you have asked him on why more companies do not go into 
the production, especially the smaller companies, since this is freely 
licensed, as I understand it. 

Dr. Meteney. Yes. 

Mr. Cuumpris. In other words, if it can be produced so cheaply and 
sold at the price that you stated in your paper, it would seem that more 
companies would be getting into its manufacture, either in bulk or the 
final product. 

Senator Keravuver. Mr. Kittrie? 

Mr. Kirrrie. Doctor, I would just like to try and get the import of 
your statement. Is it your major intention in this statement to say 
that a good product, a product that is better than those available, 
is not being manufactured and sold primarily because no single or 
number of drug companies could promote it and exploit it sufficiently 
tosatisfy their needs? Isthat the purport? 

Dr. Meteney. Of course, as a doctor, we look at it—or rather I look 
at it as of primary importance that a good product be made available 
as cheaply as possible. Here is a good, a very potent antibiotic, which 
has not been used as widely as its virtues deserve. And the pharma- 
ceutical groups, associations, have not made any attempt to make it 
available, because their primary interest is one of monetary return 
in their own business. 

Now, I don’t know what the solution of that is unless some other 
firm takes it up and makes it one of their major products for 
distribution. 
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Personally, I would like to see Pfizer doing it. I have told Pfizer 
“You make a good Bacitracin. Why don’t you make some effort to 
sellit?” Ihave had no satisfactory answer. I don’t know what their 
saleis. But I know that many hospitals that want it, can’t get it from 
local distributors. Recently, in Chattanooga, w here I was called on 
consultation to see a patient, we couldn’t get Bacitracin from any 
druggist or distributor intown. When we finally got it from a neigh- 
boring city, it was the one thing that saved this young man’s life, and 
controlled his infection. 

Now, I don’t know what the solution of the problem is. 

My inference is that commercial firms are not doing enough in 
distribution of this drug which could be sold at a much “lower figure 
and get the therapeutic results that we want. 

Mr. Kirrrie. Doctor, any company could be licensed to produce this 
drug, is that right ? 

Dr. Meteney. Yes. 

Mr. Kirrrm. Which means the fact that everybody could be licensed 
results in the fact that nobody is really interested. I mean, what I 
am driving at is this, Dr. Meleney: The purpose of this subcommittee, 
as you know, is to discover the existence of monopoly and antitrust 
practices. In order to discover this or determine it, the subcommittee 
has been studying prices, price rigidity and soon. Naturally, one of 
the things the subcommittee is interested in is finding ways to make 
drugs av ‘ailable at cheaper prices. But the most important factor still 
is not just in making drugs available at cheaper prices; the main thing 
is to make drugs av ailable, period. 

We want to make sure that drugs do become available to the people 
that need them. And many of the companies that came and testi- 
fied here said that: “If you would take away the element of the 
patent, if you would not let drug manufacturers reap the harvest of 
their discoveries, if you could force them to license their new drugs 
to everybody, nobody would be interested in producing them.” 

Here, somehow, you seem to be presenting a case which shows just 
this. Here is a drug that can be licensed to anybody, and just be- 
cause it can be licensed to anybody, nobody is really going to promote 
it because he does not feel he can recover whatever he is going to 
invest probably in promoting it. 

Isn’t this the case really ? 

Dr. Meteney. That is true. 

Mr. Kirrrie. Thank you very much. 

Senator Krrauver. Dr. Meleney, I was interested in what you say 
at the bottom of page 16 and the top of page 17 on the price structure 
of Bacitracin. 

You say: “At present it is sold to hospitals for nea over $4.” 
That is 50,000 units, which is about a gram, isn’t it? 

Dr. Mereney. That, at present, is the wholesale price, I believe, to 
hospitals. 

Senator Kerauver. You mean that is what the wholesaler sells it 
for? 

Dr. Meteney. Yes. 

Senator Keravver. Or is that the wholesale price to the hospital ? 

Dr. Metenry. Yes, the wholesaler’s price to the hospital. 
Senator Kerauver. You say the price to the patient is $6? 
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Dr. Meteney. The hospital then charges the patient $6 for that. 

Senator Keravuver. You do not have the drugstore price and so 
forth because it is not sold in drugstores? ; 

Dr. Meteney. Yes, sir, $6 is the drugstore price to individuals also, 
and the hospitals make that same charge to the patients by some 
sort of an agreement between the hospitals and the drugstore. That 
is true in Miami, Fla., at any rate. 

Senator Kerauver. This is Pfizer’s price, isn’t it? 

Dr. Meteney. I think both Pfizer’s and Upjohn’s. 

Senator Kerauver. Then they have the price so high that it is 
really not competitive with tetracycline. As I figure it, a price of 
$6.50 for 50,000 units, which is about 1 gram of tetracycline, would 
be, say, about 50 cents a tablet. It would take four tablets to make 
a gram. The equivalent price of tetracycline would be $2. 

So that would be $2 to the consumer and about $1.20 to the druggist 
for tetracycline. But they have your price up to $4 and $6, which 
would put it so much above the price of other broad-spectrum anti- 
biotics that that probably is another reason why it is not selling. 

Do you not think that is true? 

Dr. Meteney. Yes. 

Apparently they do not want it to compete in any way with their 
product. 

Senator Krravuver. Can it be made less expensively then the other 
products ? 

Dr. Metenry. I would think that if it can be made for 17 cents, 
that the price could compete. But they just don’t let it compete. 

Senator Keravuver. All right. I think we understand the point. 
Your interest in the matter and your willingness to come up here is 
not to sell your product—the product that you had a part in discover- 
ing—not for any financial interest, but as a public service. You are 
saying that there is a good antibiotic that has been developed that has 
not been pushed, that could be sold at a lower cost to the patient and 
the hospital than some of these present broad-spectrum antibiotics; 
is that correct ? 

Dr. Meteney. Yes. 

Senator Kreauver. And that yours has fewer side effects. 

All right, thank you very much, Dr. Meleney. 

Dr. Meteney. You are very welcome. 

Senator Kerauver. We appreciate your appearance. 

Dr. Metenery. I have a certain number of reprints here that Dr. 
Blair said you might want as exhibits. Would you care to have those? 

Senator Krerauver. Yes, we will file them as exhibits. They will be 
filed with the committee as exhibits and open for public inspection. 

(The reprints referred to may be found in the files of the sub- 
committee. ) 

Senator Kerauver. The committee will stand in recess in honor of 
our former colleague on this committee, Senator Tom Hennings, sub- 
ject to further call of the Chair. 

(Whereupon, at 4:55 p.m., the hearing was adjourned, subject to 
the call of the Chair.) 
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